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54 (Fed. Cir.), cert, denied, 105 § : lJjjfy$$m&/ disposition would render moot.Goehring's ap- 
'84)). The Erie Resistor cou n ^ p ea * fr° m the denial of summary judgment on 

le issue of patent misuse "goes to;;^^|£^ the antitrust issue. I would also vacate the 
of the right to recover, and. not ab ^p^f^^ 'district courts summary judgment on patent 
of the amount of recovery." Erie '^^WMSif'- misuse which arose from' the improvident 
) F.2d at 951-52, — -~***-*^-- - 


- : .^^g|- : m»suse 
132 US PQ; ;at ;^M^f^- grant of the motion to amend. I would accord- 
ingly direct thai the proceedings be taken up 


rences should have been sufficient ^ 
ring on notice that patent misused 
ised prior to the trial on* validity L 
ment. Goehring has not claimed?! 
ttempted to include consideration t[ 
misuse issue at trial and that the^l 
prevented it from doing so. Here §T 
ind our pronouncements on,;the^ 
ufficiently clear to put Goehring^ 
t patent misuse was an issue.to be^L 
*ial on validity and infringement^S?®! 
the law is much .clearer here thanllt 
\vans, where that court quoted^p 
Douglass Aircraft Co., 404-^F,2d^f^ 
2d Cir. 1968): 

.y wishing to raise the defense jofi§|§l§ 
ta) is obliged to plead it at.thefi^r 
issible moment. Certainty of :suc^& i 
an essential element in determm|®@{, 
ler to set forth the affirm^ 
a pleading. If the defense lurksJn^JL 
vacillation can cause the otherSSlll 


^ff^ingly 

Kfer again from the state they were in; prior to the 
*** f&granting of the motion for leave to amend on 
©December 5,1984. I .do not reach the -res 
^Judicata issue nor issues certified to us, as my 
^disposition would render them moorih this" 


^case. 


tews < 


"-'■"lister. 
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also claims justification for^its^i., 
t the amended pleading was;^fl^f|S 
mding Lanham Act counterclann^^^ 
antitrust.. counterclaim migh£;b£ ' 
Both of these may be justificatipr^^J 
I the pleadings, but neither sujgf^ 
ition for the late, date at which^j^ 
was offered. Nothing in thes'eiv^of 
explains why the amendment 
ve been timely made. before ;t^gp 
e reason, I reject Goehring'Sjig^l 
ify its late filing by reasoning that^ 
>Iicy against misuse of patents- wi]"' 
harmed. This was as true before; 
he trial as it was after. _:j||t 
asons discussed above, Iam^on^ 
t the time the motion forleav@o|" ; 
iled, Senza-Gel would necessanly| 
rejudiced by the granting : ;ofj|ficp 
that Goehring failed to ."snbwjai^ 
I on appeal any compelling reagri^ 
amendment to assert new^issues^jl 
r the jury trial on validity.|an|M ^ 
:. Accordingly, I wouldTeyerseitheM| 
t motion because the issues" 1 werej^ 
:r the circumstances described^ir^ 
.id the district court abu'se^tsf 
'hen it granted the 'motiongO| 
i would preclude Goehring^bin^ _ 
ssues of patent misuse and;aiTiti|^S 
ns in the trial of this case^aridjm^ 1 **"*' 
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Invention — Specific 


sfepATENTS 

M^'Patentability 

cases — Chemical (§51:5093) - 

^-jM0£k?s . - ■ ■ 

l^^ijSBlVa'rd of Patent Appeals and Interferences'^ 
^Sl|§S'e'Vrsibn sustaining rejection for obviousness of 
^p||frFex;iniinati(>n claims for antidepressant drug 
g^f^l'afi'iiiri ply line was* proper, since claimed drug 
|fc|^|is^siruclurally similar to other-prior .art 'psy-^ 
^||h(Hropic compound, imipramine,-:whieh- .is 
^|||m)wn to possess antidepressive properties, 
J^nci thus one skilled in medicinal chemical: arts 
^^l^ia'" have expected amitripiyline to resemble 


in alleviation- of depression in 


pj^rnupramine 

^p^Humans. ■ . - '■ 

"^m^m^" "' ' '" 

Bf$?4j Appeal from Patent- and Trademark Office" 
P^pard- of Patent Appeals and Interferences^ 1 

j^pS^eexami nation request, Control . No. 
|S0?ffiOQO264, to reexamine patent of Edward L. 
^tiSP^^^ Patent No. 3,428,735, issued Feb- 
J pnuary, 1 18, 1969, on application, Serial No. 
M||2;907; filed August 24, 1967', as continu- 
: ^tnSh^in-part of application Serial.. No. 
j^S?8J.. filpd November 30, 1 959 /From. deci- 
§Sf~!^^taining decision rejecting claims 1-3 in 
^^^jcexaminaiion application, applicant appeals. 
S^fHrmed; Baldwin, Circuit Judge, dissenting 
^#&ftpRinion. 
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Caruso, Rahway, N.J. (Nels T. 
ppert, and Fitzpatrick, Cella, Harper* & 


Scinto, New York, N.Y., on- the brief, and 
Mario A. Monaco, and Michael C. Sudol, 
Jr., both of Rahway, N.J., of counsel) for 
appellant. 

Richard E. Schafer,. Associate Solicitor (Jo- 
seph F. Nakamura, Solicitor, and* Fred E. 
McKelvey, Deputy Solicitor, on the brief) 
for Patent and Trademark Office. 

Donald R. Dunner, and' Finhegan, Hender- 
son, Farabow, Garrett & Dunner, both of 
Washington,, Q r C. (Robert. D : Bajefsky, 
Carol P. Einaudi, and Finnegan, Hender- 
son,. Farabow r ., Garrett .^.Dunner, all of 
Washington,. D.C., on the, brief K and Beryl 
L. Snyder, Elmwpod Park, N. J., of counsel) 
f for. interyenor Biocraft Laboratories, Inc. 

Before Davis, Baldwin, and, Archer, ..Circuit 
* J ud g?s. - . .(\ 

Davis, Circuit Judge. 

^ This is an appeal from a final decision/of the 
United States Patent and Trademark . Office 
(PTO) Board of Patent Appeals and. Interfer- 
ences (Board); sustaining the rejection . of 
claims 1 through 3 in the reexamination appli- 
cation 1 of ; U.S. Patent No. ■ 3,428,735 2 (the 
'735 patent) as unpatentable under 35 U.SiC' 
§ 103. We affirm.;. . .. . . ; \'\ 

' I: BACKGROUND 

A. The Invention . -. 

The invention is directed to a method of 
treating human mental disorders; the method 
involves treating depression in humans by the 
oral administration- of 5-(3-dimethyIamino- 
propylidene) dibenzo[a-,d] [1,4] cyclohepta- 
diene (commonly known, as and. hereafter re- 
ferred to " as • "amitriptyline'-), . or the 
Hydrochloride or hydrobromide salts thereof, 


1 Ex Parte Merck and Co., Reexamination No. 
90/000264, Appeal No. 607-66 (PTO Bd.- Pat. 
App: & Int., May 28, 1985), JA-p.7. In its opinion 
the Board expressly adopted the reasonings in its 
earlier reissue (for the '735 - patent) opinions, Ex 
Parte Edward L. Engeihardt, Reissue Application 
No. 776,464, Appeal No: 424^-40 :( PTO Bd: *Pat. 
App., Apr. 23, 1980), JA ; p/ -13 :; and Ex Parte 
Edward L. Engeihardt, Reissue '" Application No. 
776, 464; Appeal No. 480^01 (PTO Bd. Pat: App, 
Fed. 25,-1982), JA p. -23:.' - 

2 U.S. Patent No. 3,428,735, issued to Edward 
L. Engeihardt on February 18 ; 1969, was based on 
patent application Serial No. 662,907 filed August 
24, 1967 as a continuation-in-part of patent applica- 
tion Serial No. 855,981 filed-Nov. 30, 1959. 
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in a particular dosage range. Amitriptyline has 
the following chemical structure: 


ceo 


As representative of the invention,; claim 1 
reads: ' • : • : 

1. A method of- treating human- mental 
disorders ^involving depression which 5 com- 
prises orally-administering to a human af- 
fected by depression 5-(3-dimethylamino- 
propylidene) dibenzo [a,d] [1,4.] 
•--cyeioheptadiene or its non-toxic salts in dai- 
ly dosage of 25 to 250 mg. of said compound. 
Remaining claims 2 and 3 are dependent from 
claim 1 and add limitations pertaining to the 
use of the hydrochloride and hydrobromide 
sahs of amitriptyline, respectively. 
B. Related Proceedings ■ 

On March 10; 1977 an application, Serial 
No. 776,464 (the '464 application*);-- was' filed 
for- reissue"of the "735 patent; 3 A1U the claims 
of the '464 application were finally rejected by 
the examiner ' Under section 102 -of "title* 35, . 
United Slates Code, and alternatively under 
section 103 of that title. - Subsequently, an 
appeal (Appeal No.. 424-40); was taken to the 
Board 4 which affirmed the examiner's rejec- 
tions. Additionally, the Board entered a" new 
rejection under 35 U.S. C. § 103. over, a combi- 
nation of references not previously cited bythe 
examiner. .In accordance with 37 C.F.R: 
§ 1.196(b) (1985) s , appellant elected reconsU 
deration of the '464 application by the examine 
er. The. examiner maintained the: rejection 
entered by the Board; in Appeal No. 480-01 ; 
the Board affirmed the examiner: The Board's 


3 The reissue application was filed as -a "no 
defect" type reissue under the then existing 37 
C.F.R. § 1, 175(a)(4). (J 980). That* -provision has 
now been repealed.. *-,-*.■" 

* Ai that lime, the Board of Patent Appeals and 
Interferences was. called the Board of Patent 
Appeals. . : .- - . ' . - - . 

?37 C.F.R,. §. Ll96(b) provides, that when the 
Board of Appeals determines a new ground of rejec- 
tion, the.appellant may;. :\. 

(1) after submitting appropriate amendments, or 
showing of facts, have ihe.matter reconsidered.. by 
the examiner;. = 

(2) waive reconsideration before the exam in errand 
..have the case. reconsidered by the Board;. or— -< 

(3) treat the decision, including the new.ground of 
rejection, as a final" decision in the case. •;■ - 'j 


.1 
•1 
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decision was appealed to the Court of Customs 
and Patent Appeals (CCPA).,.Upon the mo- 
tion of the Commissioner of Patents and 
Trademarks and on the authority of In re 
Z)z>n,-680 F.2d .151, 214 USPQ-,10 (CCPA 
1982), the appeal was dismissed for lack of 
subject matter jurisdiction.? 

The reissue application was protested by 
Biocraft Laboratories, Inc. (Biocraft), inter-; 
venor in the current appeal. Biocraft is also the 
plaintiff in a related litigation pending in the 
U.S. District Court for the.' District of New: 
Jersey in which the validity and infringement: 
of the '735 patent is in issue. See Biocraft 
Laboratories Inc. v. Merck 6- Co., Civil Action 
No. 77-0693 (D.N.J.). The district court has 
stayed further action in that case pending, the. $S| 
final outcome of the pending PTO 
proceedings. 

G. Reexamination ..Proceeding 

Following dismissal of the reissue appeal by 
the CCPA, Merck; & Co., Inc. (Merck), the 
assignee of the '735 patent, filed for and was 
granted a request for reexamination of the 
patent. As a result of prosecution, before the 
examiner, claims 1 through 3 of the reexami- 
nation application were finally rejected under £fp; 
•35 U.S.C. § 102 as anticipated by prior aYt jffft 
references; the claims were also^rejected under |||| 
35 U.S.C. § 103 as. being-obvious oyeij. : refer- -fljl 
ences cited by the Board in its new ground of .^J§ji 
rejection entered. during the initial reissue ap-. 
peal. Finding the '735 patent to be entitled to' 'Jg$M 
the benefit of the November 30, 195,9 .filing=;|; 
date of:. its parent application, Serial Nov ; J^ 
855,981, the Board- reversed the section 10^M 
rejection because the. effective; filing date ofthe^f^ 
application antedated -all the references citedyH^| 
therein. The Board, .however, , sustained the. 
rejection for obviousness under section;; 103. 
Expressly adopting, the reasonings of its earlier, j§ 
reissue opinions, the Board took the position *" 
that in view of the prior art, in combination, Ml 
and a thorough knowledge of the investigative 
techniques used in the medicinal chemical art;:^|jj| 
the skilled artisan would have expected thev;f|?f| 
known tricyclic compound, amitriptyline, : to bef|^p 
useful as an antidepressant. , 
D.* The References ' . • -/^ioJtlff 

The references relied upon by the "Board ^^^ 
were:. 

(1) Rey-Bellet et all (Rey-Bellet) U.S/Pag^ 
- ent No. '3,384,663, May 21, 1968 (applicant!? 

tion filed Mar. 27, 1959); ! " ' 

(2) Kuhn, Schweizerische 
' ' Wochenschrift, ' Vol. " 87 

1135-1140 (Aug. 1957) 


. 231 USPQ 


1"; 



Medizinische^jM 
No. 35-36, 'MMffB^^: 


6 See In the Matter of the Application of Edwardf^^ 
L. Engelhardt, Appeal No. 82-6 M (C AFC Oct: 28;^^ 
1982) (order granting motion to dismiss).- .-. 


(3) Lehman < 
chiatric Assc 
ment of Dej 

. pramine (G 
- 155-164 (Oc 

(4) Friedmar 
cat Biologict 
Isosteric Rep 
tivity", pp. 2 

(5) Burger, J 
"Rational A| 
Vol. 33; No. 

' (6) Petersen ■ 
Forschung, 

;; (1958); 
' (7) Roche Re 
. 1-9 (Nov. 19 

.' (8) Roche Re 
1-8. (Apr. 19 

: (9) Roche Re 
* 1-13 (Sept. 
. "Roche Repo 
The Rey-Bel 
line ancl its hyc 
amitriptyline ta- 
a "manifold act: 
system," as \vel 
dicinal properti( 
ing, adrenolytic 
liemetic, antipy: 
Bellet did not di 
amitriptyline po 
ties. ' 

v^The. Kuhn p 
pound, imipram 
pound was a ve 
humans. Imip 
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(3) Lehman et al. (Lehman), Canadian Psy- 
chiatric Association Journal, 'The Treat- 
ment of Depressive Conditions with Imi- 
pramine (G 22355)", vol. 3, No. 4, pp. 
155-164 (Oct. 1958); - - ' .' . 

• (4) Friedman, First Symposium On Chemi- 
cat Biological Correlation; "Influence ■ of 
Isosteric Replacements Upon Biological Ac- 

: tivity", pp. 296-358 (May 1950); 

■ (5) Burger, Journal of Chemical Education, 
"Rational Approaches to Drug-Structure", 

-Vol: 33, No. 8; pp. .362-372 (Aug; 1956); 

. (6) Petersen et al., (Petersen), Arznei'miiteU 
Forschung., Vol 8, No. 7, pp. 395-397 

Classy- ; . ' ■. 

(7) Roche Research Report No. 43,1 62, pp:. 
,1-9 (Nov. 1957); - 

... (8) Roche Research Report No. 43,169, pp: 
■1.1-8. (Apr. 1958); 


■"'(9) Roche Research Report No. 52;i 9.5', pp; 
_ -n-13 (Sept. 1958) (Collectively : called the 

or reexamination of the^^K O ^ -^ he Re P orts ") '. . ' ; 

)f prosecution, before thellllff f^ffe ST ne Rey-Beilet patent disclosed arnitripty- 
hrough 3 of the reexami-;^^ ' line and its hydrochloride salt. Properties' of 

ere finally rejected undei^|p^ taught by the reference included; 

anticipated by prior irf-l^p l^fllvC "manifold activity upon the. central nervous 
» were also rejected under I>^^l|I^S}sys tern i". a s well as. pharmacological and me-, 
being- obvious oyen : refer-;S^S|^|fe; . dicinal properties, such as "harcosis-potentiat- 
>ard in its new ground oH^M|^^:i% adrenolytic, sedative,. antihistaminic, an- 
ing the initial reissue ,ap^^^^^^^'"' Mimetic, "antipyretic and hypothermic." Rey- 
■5 patent to be. en titled 4o^J^S|^^fef Bel let did not disclose or. otherwise teach that 
ovember 30, 1959 ..filing^^|^i^>* amitriptyline possessed antidepressive proper- 
application, • Serial .^l^s'^R^ 1 !^- : ' - - -. . 
reversed the section, :l.bf^^ijM#--^Thc Kuhn publication disclosed the com- 
effects filing date of th^J^^pp^; pound; imipramine, and taught -that- the com- 
1- all the references qtedl^^^ffepound was a very effective antidepressant in 
. however,. sustamed ithell^gS^'-humans:- Imipramine. has ^ the chemical 
ness under section- 4Q3ig|«p^f|htnuctu re- 
le reasonings of its earlie^rj^^^p'" 


Board took the .positionjfl^f 
rior art, in combinational!^ _^ 
ledge of the investigativej^^^?|^!p^ 




ied 


OtjOfyCMjrtt 013)7 
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upon by the Board^Sn^fei^^W^ 


humans. This article confirmed, for the most 
part, the teachings of the Kuhn article. 

The object of the Freidman publication was 
"to survey the history of isosterism, to classify 
the varieties of isosteric replacements which 
are recorded in the literature, and to note the 
influence of these replacements on the biologi- 
cal activity of compounds: 11 Friedman defined 
isosteres as atoms, ions or molecules in which 
the peripheral layers of electrons can be con- 
sidered identical. Compounds which fit this 
broad definition and exhibit the same biologi- 
cal activity were termed "bioisosteric." Fur- 
ther, with respect to the medicinal chemists 1 
use of the theory of "isosteric replacement!' or 
"bio-isosteric replacement 31 as a tool; to predict 
the properties- of compounds, Friedman com- 
mented.that: , t .-. ..^ .* 

[t]o the synthetic organic chemist interest- 
ed in medicinal chemistry, every physiologi- 
cally active- compound of known structure is: 
a challenge - a challenge either Abetter- it, 
or perhaps merely to equal it.-. : 

There are numerous ways of attacking 1 
such a problem. . ... One of the methods 
which has been used frequently;* very often 
: with success, is that of isosteric replacement. 
The examples of this type of replacement in 
the literature are very numerous; and : the 
fruitful results in the fields of sulfonamides, 
antimetabolites, and antihistamines are-well 
known. - * 
Friedman at page 296. Finally, Friedman dis- 
closed various atoms or groups of atoms as 
bioisbsteric, including the "interchange 'of '.oxy- 
gen and the unsaturated carbon atorrv Which 
often resulted in similar biological activity. 
Friedman, however, did not disclose ; or .other- 
wise teach as bioisoteric the interchange of the 
nitrogen and, unsaturated carbon atoms. 1 ; 

The Burger publication also discussed 1 the 
theory of "bioisosterism" and its usefulness in- 
designing new drugs based upon the knowl- 
edge of "lead" compounds. - -.* ' : \ 
The Petersen publication taught, inter alia? 
the properties of chlorpromazine (a phenoth- 
iazinc derivative) and chlorprothixene- 1 . (a 
9-amino-alkylene-thioxanthene- derivative); 


(1 (Rey-Bellei);U:S.:i^i^»^^||: V 
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Petersen concluded that, .when the. nitrogen 
atom located in the central ring. of the phenoth- 
iazine 1 compound is interchanged with an un- 
saturated carbon atom as> in the corresponding 
9-amino-alkylene-thioxanthene compound, 
the pharmocolpgical properties of the thiox- 
anthene derivatives resejrtble very strongly, the 
properties of the corresponding phenothia- 
zines. Using the theory of isosteric replace- 
ment, Petersen predicted this , similarity in 
properties: . .. . ai: 

Structural chemical considerations permit- 
ted the expectation that, the.. ; 9-aminoalky- 
lene-thioxanthenes . . . would : show great 
similarity, to the corresponding phenothia- 
zines. They should be more similar in their 
behavior to that of the phenothiazines.than 
. the. saturated 9-aminoalkyl-thioxanthenes. 
From the physical point of view. -the.. ir- 
electron distributions (sites of x - electrons) 
are. almost the same in .the phenothiazine 
derivatives and in . the 9 T aminoalkylene- 
thioxanthenes. with their stabilizing .conju- 
gated doubie linkage, between C9- in . the 
thioxanthene ring , and the first C-atom: of 
the side chain... .,-.....[.. 
Petersen at page.. 3. The compounds were 
disclosed as having a strong central depressive, 
i.e., tranquillizing,. action, in animals. 

. The Roche Reports revealed the* results 
from "tests comparing, the- pharmacological 
properties of amitriptyline and. imipramine. ' 
The reports indicated that the two compounds 
were very similar in a variety of properties; 
inciuding .their action as tranquilizers having 
narcosis- potentiating effects. Because, of . this 
similarity and because amitriptyline and iirnV 
pramine were structurally related, Roche sci- 
entists concluded that amitriptyline should be 
clinically tested for depression alleviation. — a 
known property of imipramine.. in the^phar- 
malogical guideline for the clinical .testings of 
amitriptyline (which . was., labelled . Roche 
Preparation Ro 4-1575); the Roche 'Reports 
stated that 

[i]t is to be noted that a "tofranil- like effect" 
is already to be expected by using a dose Va 
— x h that of Tofranil.;Side:'effects. which can 


appear ... are sedative and atropine-like 
effects, such as appear also with Tofranil. 7 
We must decide in this appeal whether 
appellant's invention would have been prima 
facie obvious over the available prior art of 
record; and, if so obvious, whether the prima 
facie case has been rebutted by evidence of 
unexpected results. 

III. DISCUSSION 


it 


In its opinion on this problem, the Board 
expressly followed the guidelines of Graham v 
John Deere Co., 383 U.S. 1, 17-18, i48USPQ 
459; "466-67 (1966), and made findings on 
factual inquiries specifically set forth in that 
decision. These factual findings must 1 be ac- 
cepted unless they are clearly erroneous. In re 
Wilder, 736 F.2d 1516, 1520, 222 USPQ 369 
372 (Fed. Cir. 1984), cert, denied, 105 S.Ct' 
1173 (1985); In re De Blauwe, 736 F.2d 699, 3§ 
703, 222JUSPQ 191,. 193 (Fed. Cir. .1984); ||§ 
accord Stock Pot Restaurant,. Inc. v. Stockpot '4f|t 
Inc. , 737 F.2d 1 576, 1 578-79, 222 USPQ 665^ '£§f 
666-67 (Fed. Cir. 1 984). In this case we do not 
hold the Board's factual findings — as to the : 
scope and content of the prior art, the differ- 
erices between the prior art' and the claims aftj5|| 
issue, and the level of" ordinary skill in the arPi|i|| 
— to be clearly erroneous and accordingly weSlSB 


have followed them in our statement' of the^^ll 


gly we: 
" tHe^ 


analysis of the legal issue of obviousness. 

Prima Facie' Obviousness: The prior afi^ 
taught that amitriptyline and imipramine arfe|||i 


both psychotropic drugs which react on the':^^ 
central nervous system and which were known^^p 
in the art prior to the time- of appellant ? s|||§l 
invention. Imipramine was known to possesses 
antidepressive properties in humans: " While|^^ppg 
amitriptyline was known to possess psychotro-y|§f|i H^^- 
pic properties such as, sedative and narcosis^«||j|P 
potentiating properties, the drug was nou||||_ 
known to be an antidepressant. However, the-%^^|^gi ; ;; 
prior art has shown that imipramine and amir^^||g^: 
triptyline are unquestionably closely related in^S^^glV 
structure. ' Both compounds are tricyclic di : ^i^ SS|§^£ 
benzo compounds and differ structurally onlyj^ft^^g 
in that the nitrogen atorn located in ttie centrayjg||f§ 
ring of imipramine is interchanged with angj^|^^|^ 
unsaturated carbon atom in the central nngof^^^^^^^^tj 
amitriptyline. To show obviousness, it wasj^^^glip^ sti 
necessary to determine from knowledge of; tranquil 

ready available in the art at the time of appejfi^^P^^^^c^^P^hi 
Iant's" invention that one skilled in the medici^^^i?^v {^predicting : 
nal- chemical -art" would' have expectetfj^^^^g^" from " 
amitriptyline,.like imipramine, to be ^f^^^^f^^\ y ° ihi 
the treatment of depression m humans. .^||ftSl©:f ^dikouniing i: 
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. DISCUSSION 

on this problem, the Board 
d the guidelines of Graham v -' 
83 U.S. 1,17-1* 


8, 148 USPQ ^ pg^ properties." In re Payne, 606 F:2d 303, 313, 

- 'finding An &Wsi~" omTf.^PO?4.S 9^4 /P.PPA 1Q7CA Hnwpver 


•66), and made findings on 
specifically set forth in that ;i§§ 
Actual findings must be ac- §J| 
/ are clearly erroneous. In re ^S|§ 
1516, 1520, 222 USPQ 369, ^||P 
984), cert, denied, 105 S.Ct.:,?Sg 
•e De Blauwe, 736 F.2d 699 i|i 
191, 193 (Fed. Cir. 1984)|^p 
Restaurant,. Inc. v. StockpofWm 
76, 1578-79, 222 USPQ66$;;|§| 
. 1 984). In this case we do not:Jpi 
factual findings — as to the^tiif 
t of the prior art,' the differi§§| 
e prior art' and the claims at|||| 
el of ordinary skill in the arV^§ip 
rroneous and accordingly ; we|pp 
em in our statement of tte^p 
e now follow them in ouri|| 
;al issue of obviousness. 


Qb< 


viousness: The 


prior 'ari;g|| 


Papesch, 5\5F. 2d 381, 137 USPQ 43 (CCPA 
1963). 

As found by the Board, the Roche Reports 
recognized the structural relationship between, 
amiiriptyline and imipramine and concluded 
that amiiriptyline should be tested for. its anti- 
depressant activities. In fact the Roche Reports 
expressly stated that amiiriptyline was expect- 
ed to resemble imipramine clinically in its 
depression alIeviation ; effects. - r 
"Structural similarity, alone; may be su.ffi.-. 
cient to give rise toan expectation, that .com- 
pounds similar in structure -will have similar 
: " /- d £t\/L r.oj ir\i 1 1 i 


203 USPQ 245, 254 (GCPA 1979)..However, 
the Board did not rest its- conclusion; of obvi- 
ousness on structural similarity alone. Rather, 
"*'^r£-"the Board further, recognized that:iri.attemptr 


tl^iKing to predict the. biological activities of:a drug, 
"a skilled medicinal chemist would not proceed 


iptyline and imipramine are^^ffi^^f^ 'Board 7 concluded that one of "ordinary skill in 
z : drugs which react on tHe^Slfe^^:'' " 


- randomly, but would base his attempts. on-. the 
|§S& -available knowledge of prion- research tech- 

Uniques, and literature used in: his; field. " The 
ife^j prior art showed that one:such technique was 
§%fe: "bioisosteric replacement" or::the theory . of 
s - :V ^^-."bioisosterism — where .the substitution of one 

- aiom or group of atoms for another: atom or 
S|3Sf!^gi*oup of atoms having similar size, shape and 
ij^k^electron density provides molecules having the 
|tl^Vsame type of biological^ activity. Finding -that 
' t^'l, , me Friedman, Burger and Petersen references 
$|p'2.;'taught that bioisosterism was commonly used 
?1 ^pi^pJ.by ".medicinal chemists prior to-. 1 959 in an 

^^'^ effort to design and predict drug-activity, the 


r stem and which were knowft1§§| 
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the arts would have been aware of this tech- 
f|||t££ nique at the time of appellant's invention. 8 
^|S^Further, the Board found that- Petersen taught 
^■^^I'^s-b'ioisosteric the interchange ; of :the nitrogen 


,.and; unsaturated carbon atoms;— the precise 


i^5"i^. ! : ,1 Appeilani submitted the declaration of" Dn 
^|||§gpPaiil N. Craig, an experienced medicinal chemist, 
4J?%v?>JA p- 372. His view was that the concept of bioisos- 
|SS^^- le " sm cou ld not be used, in 1959 to predict the 
■^'^"'-■antidepressant e fleets in ami triply line or the phar- 
macological differences between imipramine 1 ' and 
,|p§|®amitri pty line. Dr.: Craig slated; " ... . . 1 

fpfeR M I K my opinion -"isosterism" in ;1959 affbrded.no 
^MSS'v^-basis for predicting the- specific pharmaceutical 
Ip^^p^utility in. humans, and it us my belief that that is 
■^IS^R^^ 51 true i°day .... I do not believe the carryover 
j^^^--^~?r.t ran 9uilizing activity from,chlorpromazihe to 
chjorproihixene afforded a reasonable basis for 
'^^^^J^P rct ** cl ' n S^ c carryover of antidepressant prbper- 
$f§fe®^ ties from imipramine to amitriptyline.. 
^^gAfTidavii.of Paul N. Craig, JA, pp. 374-75. 
'^^^^'/-■L-Plainly the Board was not clearly erroneous in 
|J^|^^|;discouriting ; that testimony. There- was independent 
l^^^^pidence.in. ihe record' to the contrary. The Fried- 
fjf^i%'&^ an; Burger and Petersen references -recognize that 
"0§M^'^? nc ^P { as a means of predicting biological proper- 
S®$Sh - s ' n isosierically-related compounds prior:to 1959. 


structural difference between imipramine and 
amitriptyline. 9 

We see no clear error in the Board's deter- 
mination as to the teachings of. the prior, art 
references, in .combination. In .view of these 
teachings, which show a close structural simi- 
larity and a similar use (psychotropic drugs) 
between amitriptyline and imipramine; onevof 
ordinary skill' in. the medicinal .chemical arts, 
possessed of the knowledge of the investigative: 
techniques used in the field "of drug design and: 
pharmacological i predictability; would: ;have 
expected amitripiyline to resemble, imipra- 
mine in* the alleviation of depression in -hu: 1 
mans. Accordingly, we agree with the. Board 
that appellant's invention was prima - facie 
obvious over the prior art of record. 

,In traversing the. Board's decision:-of obvi- 
ousness, appellant has urged, that, the Board's, 
decision was premised on an impermissible 
"obvious to try" standard. Appellant contends 
that there was no motivation in. the prior art to 
arrive at- appellant's invention. u [0]bvious.to 
try is not the standard of 35 ILS-.C. § 103:" In 
reAntome, 559-T.2d.618, 620, 1#5 USPQ 6, 8 
(GCPA 19.77) (emphasis omitted)-. Rather, the 
test, is whether the references, taken: "as* a 
whole, would have suggested, appellant's in- 
vention, to one of ordinary skill in the medici- 
nal chemical arts at the time the invention was 
made. In re Simon, 461 F.2d 1387,, 1390, 174 
USPQ 114, 116 (CCPA 1972). .Clearly, ami- 
triptyline and imipramine, both known: psy- 
chotropic drujgs, are closely structurally relatr 
ed. The. expectation* that the similar structures 
would behave similarly was suggested, in the 
Roche Reports.; i In .combination with those 
teachings, the:prior art. teaching. that the pre- 
cise structural; difference between, amitripty- : 
line and imipramine involves a known; bioisos-: 
teric replacement. provides sufficient: basis for 
the required , expectation of success;: without 
resort to hindsight. 10 Obviousness does not 
require "absolute predictability. In re. juim- 
berti, 545 F.2d 747, 750, 192 USPQ-278,.280 
(C.GPA 1976).. Ohly a':reasonable expectation 
that, the beneficial result will .be achieved is 
necessary to show obviousness. In re.Longi; 


' Petersen even went so far as to suggest thai the 
apparent bioisosteric relationship between the inter- 
change of the nitrogen and unsaturated carbon 
atoms led to the design of chloroprothixene^iri. the 
expectation that *the* compound-' would - share the 
same biological activity as chlorpromazine.- ^ Pe- 
tersen, supra, atvp. 393. * 

"?.The teachings of the Roche Reports as well. as 
the Petersen reference distinguish. this- case from In 
re Grabiak, =769 F.2d 729, 731 , 226-USPQ 870, 871 
(Fed. Cir. 1985) ("there is no motive in. the cited art 
to make the modification required to arrive at appel- 
lants' compounds")* 
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759 F.2d 887, 897, 225 USPQ 645, 651 (Fed. 
Cir. 1985). . 

We also find untenable appellant's argu- 
ments thai Petersen teaches away from appeU 
lam's invention. Non-obviousness cannot be 
established by attacking references individual- 
ly where the rejection is based upon theteachV 
ings of a combination of references; In re 
Keller, 642 F.2d 413, 425; 208 USPQ 87k 
881 (CC-PA 1981). Thus, Petersen must be 
read, not in isolation, but for what it fairly 
teaches in combination with the prior an as a 
whole. That teaching is that the interchange of 
the nitrogen and the unsaturated carbon atoms 
is isosteric and compounds so modified are 
expected to possess similar biological proper-: 
ties. - : 

Neither are we persuaded by appellant's 
contention that the Board erred in relying on 
the contemporaneous independent invention of 
others to support its holding of obviousness." 
As we have said, earlier, the teachings of the 
prior art references in combination adequately 
support the Board's conclusion. However; the 
additional, although unnecessary, evidence of 
contemporaneous invention is probative of 
"the level of knowledge in the art at the time 
the invention, was made." In. re Farrenkopf 
713 F.2d 714, 720, 219 USPQ 1, 6 (Fed. Gin 
1983). . ; . 

Unexpected Results:. A prima facie case= of 
obviousness can be rebutted by evidence of 
unexpected results. In re Daws, 475 F.2d 667 
670, 177 USPQ 381- 384 (CCPA 1973). In 
rebuttal of the PTO's prima facie case* appel- 
lant has asserted that, as compared to imipra- 
mine, ami tripty line unexpectedly has a : more 
potent sedative and a stronger anticholinergic 
effect. In support of this contention, appellant 
has relied on an affidavit of Dr. Joseph J. 
Schildkraut, 12 a psychiatrist and a Professor of 
Psychiatry at Harvard, and also on a pub- 
lished record of a symposium of physicians and 
psychiatrists concerned with the treatment, of 
the depressed patient.' 3 . i 

Dr. Schildkraut's affidavit recognizes some 
pharmacological differences between amitrip- 
tyline and imipramine including the fact that 
amitriptylne is a more potent sedative and -has 


231 USP Q 


" Ex Parte Edward L. Engelhardt, Appeal No. 
^4-40, supra note .1, at pp. 23-24, JA pp. 
22(I)-22(m), where the Board indicated that cvi-. 
dence before .it revealed, that four other groups of 
inventors independently, and contemporaneously 
discovered amitriptyltne's antidepressant properties 
using reasoning based on a thorough knowledge of 
investigative techniques, which included the concept 
of isostensm, used in the medicinal art area. ■ 
- l * Affidavit of Joseph J. Schildkraut; JA p. 366. 

Symposium, Depression Today — Experts An- 
swer Your Questions, J A p. 309. 


a strong anticholinergic effect than imipra- 
mine. Further, Dr. Schildkraut notes that de- 
pressed patients have responded- differently to 
amitriptyline and imipramine, some respond- 
ing to one and not the other or more favorably, 
to one than to the other. For the most part, the 
record of the cited symposium confirms the 
differences noted in the Schildkraut affida- 
vit.' 4 That record also counseled practicing 
physicians on choosing from the spectrum of 
tricyclic antidepressants . (a term which in- 
cludes amitriptyline and imipramine) the par- 
ticular drug useful for an individual patient. 

After a careful- consideration of all the evi- 
dence; we are persuaded that the Board did not 
err in determining thai the alleged unexpected 
properties of amitriptyline are not so unex- 
pectedly different. from. the properties of imi-~ 
pramine, the closest prior art, as to overcome 
the prima facie showing of obviousness. The 1 
prior art of record clearly taught that ami trip- -i 
tyline was a known sedative.' 5 The evidence 
before us (which was, of course, before, the >. 
Board) further revealed that all tricyclic ami- 
depressant drugs, in general, possess the: sec- J 
ondary properties of sedative and anticholineKv^ 
gic effects. Specifically, the record showed that 3 
during the prosecution of the reissue applica- '4 
tion, appellant submitted an article entklexf 
"Using the tricyclic antidepressants" which ^ 
included a table comparing the properties of 4| 
known tricyclic antidepressant drugs. 16 . In-, 
eluded in these properties were sedative and\'l 
anticholinergic effects of the known- ami-^JfL^,,., 
depressants. 17 Thus, it appears, that the -ak 
leged difference in properties between -amitrip^'^^^pf; 
tyline. and imipramine is a matter of degree \?q0J$. 
rather than kind. Moreover, as to the sedative ^SSp: 
effects, the article revealed only a slight differ- ';^§^ 
ence between the two compounds. Amitripty-- : ^f^ 
line was characterized as "highly sedative"'iS|§§p 
while imipramine was only "somewhat less 3f8lf£ 
[sedative] than amitriptyline/' 18 Regarding i5l§f^ 


14 Dr 


member of 


■.'.■/■j>£ftS2iLS- , , ' 


Schildkraut 

symposium. . ;.-/^f^p>!: 

| s Rey-Bellet, supra, col. 2, line 16. -^$$0? 
16 Patient Care, "Using the Tricyclic Antidepresr-^i?p||t-r" ; " 
sants," pp. 28-33, 39-40, 43^45, .49-52 ,-57-58, :, "^^K 
63-64, 67-68, 71, 75-76; 78, 81 84-85; (May. l5,/ : ||gg: 
1979); see also- Commission's Appendix, pp.: -CA ; ■^jSp?*: 


17 See also the Symposium, Depression- Today — : ^ 
mr Questions, supra, note 13/.at : ;j|^^g^/% : 


Experts Answer Your J „ K ,„ J 
p. 315, where Dr. Hollister indicates that when;; 
choosing from 
sant drugs, the 
gical actions i 

the amount of anticholinerg 
nature of the ' 

ofserotinor r ..„ r _ 

- " Patient Care, "Using The Tricyclic Anti-^Hp,^^ 
depressants," supra note 16, at p. 50. =; 
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of anticholinergic effect and (3). the ^r^^^;-- * : " : 
di-ugs in primarily blocking the uptake*f^g|i^.- - 
norepinephrine. '■- , .■■■:^pMW%&^."'^ 1 ~ 

Care. "Usint? The Trirvrlie Ami- ^^mbS3^a^?^ » » 
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was, of course, before the< : i|S|^^ 
'eaied that all tricyclic ami- ■JJ^ 
in. general, possess the; sec^l^i,.,^ 
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ally, the record showed that^^^QK^: 

uion of the reissue applicai^^Ml^.;.. cted t0 produce" some difference in 
article cntitlcd^jL^Bi^ i( £ v u v 


the anticholinergic effect, the article showed 
that both drugs have anticholinergic effects but 
to a different degree. These are not truly 
unexpected results. The Board found in one of 
its reissue opinions (incorporated in the reexa- 
mination decision now on appeal): "[i]n regard 
to the sedative and anticholinergic properties 
of amitriptyline, we are not convinced that the 
side effects of this material [amitriptyline] are 
significantly or unexpectedly different from 
the level of those properties exerted by the 
closest prior art antidepressant, imipramine. 19 
The core of it is that, while there are some 
differences in degree between the properties of 
amitriptyline and imipramine, the compounds 
expectedly have the same type of biological 
activity. In the absence of evidence to show that 
the properties of the compounds differed in 
such an appreciable degree that the difference 
was really unexpected, we do not think that 
the Board erred in its determination that ap- 
pellant's evidence was insufficient to rebut the 
prima facie case. The fact that amitriptyline 
and imipramine, respectively, helped some pa- 
tients and not others does not appear signifi- 
cant. As noted by. the Board, a difference in 
structure, although slight, would have been 


lie antidepressants" w hic ^M^ "' ' Ul In sum, we hold that the claimed inven- 
ompanng the proper: «^ ^f^M^;^.;. 1 1 ... 
antidepressant drugs. 1 


omparing the properties T Of|»|^ tion would have been obvious to one of ordi- 
drugs. . In-l^&ljr;^ ; nary skill in the art. Accordingly, the decision 
-operties were sedative and|^»^^ .' rl. r,._^j 


of the Board is 


AFFIRMED. 


fects of the known anti^l^^fe^ 
is, it appears that the ^W^^f^^ 
properties between-amitripk^^^l^^; 
mine is a matter of degreej^^^^' 
vloreover, as to the sedative^iSX^ ,,-. 

-evealed only a slight differ^ft|^^£^'. Bald win, . Circuit Judge, dissenting. 

ri^^iy^fe^lf: J* Action by the board is flawed because 
was only 'Somewhat less^pS?: " dld n« -analyze ^nvention according* 
mitriptyline." » Regardin^f«®K the requirement of 35 U.S.C. § 103.. The 

a o-w^ifaMAjf.^^--". board wrote: 

' The issue before us in considering the in- 
; stant claims on their merits for patentability 
WflW! :,,! is whether the artisan, having the requisite 
"skill in the pertinent art area and a knowl- 


u was a 


a, col. 2, line 16. 


Jsing the Tricyclic Antidepres-^i^WIS^" edge of the available prior art would have 
39-40, 43.-45, .49-52, '^been ' ' ' ...... 


motivated to employ amitriptyline in 
5 ~ 76 \ 78 > 81 84 ^ 85 ' f Ma Y 15 i^^^P!]?^ , ' the treatment of human depression, 
imission's Appendix, pp. c ^^^g||;/.3CHat is, whether it would have'been obvious to 
. ' ^ , : ' ^fSi!f^>3' : - : try, amitriptyline as an antidepressant. Guided 
* P nZ?/n Depr T° n '^ : ^^^^^^^ disclosure of the applicant, the board 
Quesuons, supra, note ^^^^^ieced together information from various pat- 
^i^/*D?i^'.-.pntcT journal articles, and papers, 


Hollister indicates that 


It remains our position that one having 
ordinary skill in this an are [sic) would have 
been familiar with the concept of bioisoster- 
ism and because of this knowledge would 
have concluded that the known'- compound, 
i.e., amitriptyline, would be potentially use- 
ful as an antidepressant. [Emphasis ours.]- 

That is, it would have been obvious to try 
amitriptyline as an antidepressant. Obvious- 
to-try is not the test for patentability under. 35 
U.S.C. § 103. This court and its predecessor, 
the CCPA, have repeatedly rejected that ap- 
proach. In re Godwin, 576T.2d 375, 377, 198 
USPQ 1, 3 (CCPA 1978); In re Antoine,' 559 
F.2d 618, 620, 195 USPQ 6, 8 (CCPA 1977); 
In re'Lindell, 385 F.2d 453, 455, 155 USPQ 
521, 523 (CCPA 1967)'; In re Tomlinson, 363 
F.2d 928, 150 USPQ 623 (CCPA 1966); Iff' re 
Papesch, 315 F.2d'381, 137 USPQ 43- (CCPA 
1963); see also In re Grabiak, 769 F.2d 729; 
226, USPQ 870 (Fed. Cir. 1 985). , 

Congress has also rejected that approach by. 
enacting the second sentence of 35 U.S.C. 
§103, which states"[p]atentability.. shall not be 
negatived by the manner in which the inven- 
tion was made." The reviser's note, on this 
sentence states "it -is immaterial whether it 
resulted from long toil and experimentation or. 
from a flash of genius." 

The obvious-to-try analysis is an attack on 
the method of making an invention that spe- 
cifically penalizes people in areas of endeavor 
where advances are won only by great effort 
and expense. The pharmaceutical field is par- 
ticularly hard hit because there is an • over 
abundance of structures that are obvious to try. 
Consider, for example, the Peterson reference 
which the majority cites to demonstrate the 
possibility that a nitrogen atom may be re- 
placed by a double-bonded carbon atom. This - 
journal article records an attempt to find drugs 
useful for the treatment of endogenous psy- 
choses, i.e., tranquilizers. The researchers test- 
ed eighteen chemicals with closely related 
structures. These materials were injected into 
mice, and compared for their ability to make 
the mice fall asleep. The results of these may 
be tantalizing and useful, but only as a guide 
for further research. I agree that, based on. this 
information and the other references cited by 
the board, .the researcher with ordinary, skill in 
the art would be motivated to investigate, the 
possibility, of substituting a doublerbonded 
carbon atom for nitrogen. The researcher 
would also be motivated to test every ' other 
structural variation in Peterson, as well 'as a 
host of others. Under an obvious-to : try analy- 
sis, any of these structures which ultimately is 
shown to be effective as an antidepressant, in 
human beings would be unpatentable because 
the researcher dared to follow a logical plan. : 
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The board and the majority aJso err by 
reading too much certainty into the teachings 
of the references. They have not considered the 
references as a whole. Friedman discusses the 
phenomenon that compounds with similar 
chemical structures sometimes behave in a 
similar fashion in a biological system. Once 
such a compound has been tested and found to 
have the same biological activity, it is called 
bio-isostenc. 1 
Friedman also teaches that an isosteric com- 
pound-may have the same activity, as the 
original, or more usually it may have an an- 
. (agonistic effect"- (Emphasis added.) Fried- 
man explains that in order to predict biological 

knnwm W h th 0ne id ^ly Should 

know (]) the mechanism by which the original 
drug acts and (2) what part of the structure of 
the ongmal drug is critical to the original drug 
activity.' That reference also unequivocally 
states that comparisons should be made in 
living systems, but such information is not • 
easily available. That reference relies on in 
inf ra testing, and it specifically states that in 
vitro results may or may not correlate with 
clinical studies. It also clearly states that for 
the purposes of its discussion, biological activi- 
ties such as absorption, distribution, conjura- 
tion (detoxification), taste; odor and side effects 
*>f drugs will be ignored. Friedman concludes 
that compounds with similar structures need 
not be bio-isosteric. 

The Burger reference does discuss bio-isos- 
tensm and its usefulness in designing new 
drugs. Its evaluation of bio-isosterism as a tool 
tor predicting drug activity is as follows: 
However if one can achieve a gradual 
change of biological behavior and follow it 
accurately at each step of minor structural 
alteration, one is bound' to enhance one 
property, suppress another, and ultimately 
arrive at a drug suitable for therapy. Short- 
cuts to this disconcertingly tedious process 
have not been, found, and this is probably 
responsible for the still prevailing opinion 
that new useful drugs will be discovered 
most easily by more or Jess empirical' 
procedures. r 


2ftJ uspq • i 


at page 369, and 

Slight sterochemical or structural chana*" 
may alter considerably the biological role of 
a compound. Patient variation of at least a 
reasonable number of structures is still th* 
only answer to this question. !.3& 

at page 370. -~ x 

The Roche reports contain background i n :< _ 
formation about various pharmacological cf ^ 
fects of amitnptyline. The information 
derived from testing for its toxicity and tran 
quilmng effect on animals. This infbrma ^cl 
wou d be essential to a decision to clinically^ 
test the drug It IS not sufficient to show^S 
drug would be useful fortreating human &3pt 

hfd^ eS 7^ e Pragmatic ignition 
the difficulty of determining whether a n£M 
drug i S useful by its enactment of the l^ff 
amendment to 21 U.S.C. § 321. That actidn4 
was taken ,n response to problems caused ^ 
another tranquilizer, thalidomide. °fepf 
Neither these references, nor the other re Sf| 
ferences cited by the board and the major hV* 
purport to teach the worker with ordinary ski«f 
,n l ^ f t that amitriptyline is a drue that W 
^fulfor .treating depression in hun^an rj|l 
ngs. That conclusion is steps removed frorn^SS 
the information presented by these sources -WM & 
would reverse , ; 
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George v. Honda Motor Co., Ltd., et-al. 
No. 85-2612 
Decided September 30, 1986 

PATENTS 


mm 

m 


'The term u bio-isosteric" therefore is simply a 
cone us.on drawn after testing. The label is properly 
o^Dou n 0 dq the SySlem , an i P ur P° se & -hich the 
could be b.oMsosienc with respect to making mice 
fall asleep and not bio-isosteric when tested at a 

&nT l3r d ° Sage levd f ° r the treatment of hlh ■ 
blood pressure m human beings! The theory of biS 

otZlnlT 0P 1CSS an 3nalySiS ° f «™«^ 

Du-mn^^!* rCfe ? nCe "° r a ">' 0f the others 
purport to disclose ether piece of information. 


1. Infringement - Substitution of equiv-lB* : 
alents — In general (§39.751) •••^f!^ 
Federal district court did not err in grantin^W^ 
summary judgment that accused enjnes 
not infringe either literally or 'under do«rinel®fe: 
pf .equivalents, based upon finding diMMfe* 


~ ^^..a.cnib, oasea upon finding M@m&? 
claimed air-cooled cylinder head structure, u3MRfe 

^accused-cylinder which is cooled at leas. i$M§. 
oa„ by water, does not encomn a « ^Mk^ 


pan , v , , uucs not encompass waterrSWPH: ' : 

jacket head structure either literally or undeiHK 
doctrine of equivalents. . f.«fS§5v^ 

Particular patents — Engine Cylinders ^^|^ : 

hnM 108 'V 8 ' Gc ° r r ? c ' Wa *r Jacket Cylinder^^ft 
holding of non-infnngement affirmed. J^^S;/ 
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iresent Order revises the reference to 
:ctive date of copyright restoration 
le Uruguay Round Agreements Act 

0 in the Court's August 19, 1996 
40 USPQ2d 1506] granting plain- 
iotion for Partial Summary Judg- 
n the August 19, 1996 Order, the 
eferred to Presidential Proclamation 
53 of December 23, 1994 (60 Fed. 
)03 (Jan.-4, 1995)) to conclude that t ^ 
* of restoration for URAA works was 

1 1, 1995. See Order at pages 13, 16. 
. later Presidential document, Procla- 
No. 6780 of March 23j 1995 (60 Fed. 
i845 (March 27, 1995)) clarifies that 
ons of the Uruguay- Round Agree- 
n TraderRelated Aspects of Intellec- 
operty Rights (TRIPs) relating to 
ht restoration did not take effect until 
y 1, 1996. Proclamation No. 6780 
n pertinent part at Section 5: 
Lrticle 65, paragraph 1, of the TRIPs 
ement provides that no WTO mem T 
hall be obliged to apply to provisions 
is Agreement until one year after the 

of entry into . force of the : WTO 
cement with respect to the , United 
is was January ;1, 1995. * 
Fhe statement of administrative ac- 

approved by. the Congress in section 
a)(2) of the URAA (19 U.S.C 
(a)(2)) provides that, ■ "in general, 
right will be restored; on the date 
i TRIPs Agreement's obligations take 
:t for the United:States." - ; 
Vccordingly, I have decided that, it is' 
ssary and appropriate, in order to im- 
tent the TRIPs Agreement and to en- 

that section 514 of the. URAA is 
opriately implemented, to proclaim 

the date on which the obligations of 
TRIPs Agreement will take effect for 
United States is January 1, 1996; 
mation No. 6780 of March 23, 1995- 
d, Reg. 15845 (March 27, 1995)). 

Court emphasizes that the present 
ition does not affect the Court's Ail- 
), 1996 ruling. : : M 

IS SO ORDERED. H 
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United States Surgical Corp. v. Ethicon Inc. 

Nos. 94-1386, -141 9> /■ 
Decided January 3 , 1 997 ; . 

PATENTS . : ; ■ 

1. Patentability /Validity — Obviousness"—^: 
In general (§115.0901) \ 


JUDICIAL 
PROCEDURE 


PRACTICE 


AND 



Procedure — Jury trials (§410.42) 

Federal district court properly instructed 
jury on issue of obviousness , in patent in- 
fringement action, since' jury was correctly 
instructed on presumption of validity; arid 
that defendant bore burden of proving Jnya^ 
lidity by clear and convincing evidence; and 
that it was necessary to consider scope and 
content of prior art,, differences between 
prior art and claimed invention, level "of ordi- 
nary skill in art, and objective criteria of hoh-. 
obviousness, since instructions included /ex- 
planation of principles to be /applied ^in. 
determining obviousness when ; inyentionVis: 
combination of prior art 'comr^nente^; a"M 
since instructions were correct ihirlaw^thor-' 
ough, and clearly stated. -. *T ? ' - j -.',*,' 

PATENTS 

2. Patentability /Validity — Obviousness — - 
In general (§115,0901) 


Patent construction — Claims — In gener- 
al (§125.1301) - 

Federal district court need not repeat or 
restate every claim term in order to comply 
with rule that claim construction is for court ! 
rather than jury, since claim construction is 
matter of resolution of disputed meanings 
and technical scope, to clarify and if neces- 
sary explain what patentee covered by 
claims, for use in determination of infringe-'*' 
ment, rather than^ obligatory exercise - in 1 
redundancy; although claim construction: ; 
may occasionally be necessary in 'obvious- 
ness determinations, when meaning or scope> 
of technical terms and words of art is unclear - 
and requires resolution in order ■ to idetermihe 
obviousness, in present case none- of- rejected , 
jury instructions concerning claims construe- ■ 
tion was directed to, or has been reasonably, 
shown to affect, determination of obviousness; 


PATENTS 

3. Patentability /Validity — Obviousness— 

In general (§115.0901) 

judicial practice and 
procedure ^ 

Procedure — Jury trials (§410.42) v - ' -' 
Federal district court did not commit prej- ' 
udicial error by providing dictionary- to jury- 
during its deliberations in patent infringe- 
ment trial in which. asserted claims were held 
invalid for obviousness, since district, court 
explained in post trial* opinion tha t j ury - i n- 
structiori to consider ordinary meaning; of; 
claim language,, ind generarassumptioh that, 
definitions of dictionary are common knowK\ 
edge with* which jury is charged, support 
provision, of dictionary, s since provision .of 
dictionary.; to jury, although not favored, is' 
not grounds for new trial, and ; since plaintiff, 
has offered .no specifics .as "to. words-. whose 
dictionary definitions may have adversely: 
affected verdict of obviousness, and ho sugr, 
gestion that jury disregarded court's ; instruc- 
tions on. law of obviousness or plain meaning . 
of terms used jn claims and prior art. , ' 

PATENTS - ' ■ :\ : ' - ;-^ - 

4. Patentability /Validity — Obviousness;^- . 

In general (§115.0901) , - 

: Patent construction — Claims — In gener- 
;.; al(§ 1^25.1301) " . 

JUDICIAL PRACTICE AND 
PROCEDURE • ; 

Procedure Jury trials (§410.42) V 

Federal district court's rejection of pro- 
posed jury instructions directed to construc- 
tion of patent claims did hot prejudicejur^s 
determinatipn of obviousness,- since district 
court is not required to parse claims "for jury ^ 
in every case,, whether or not there is issue;' iri r 
material dispute as to meaning or scope of 
claims, since infringement plaintiff has not 
shown that there are unclear or ambiguous 
technical - terms or words of art or related 
aspects" of claim scope whose "construction" 
would negate verdict of obviousness? and has 
not explained ,how any reasonable claim -con^ 
struction it requested would have, deprived '. 
obviousness verdict of its support, and since ■ 
trial, court is. not authorized to remove from , 
jury factual findings underlying obviousness. ' 
determination. 

Particular patents — General and me- 
chanical — Surgical clip application ... 

.5,084,057, -Green, Boianos,. Young,- 
McGarry, Heaton, and Ratcliff, apparatus / 
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and method for applying surgical clips in . 
laparoscopic or endoscopic procedures, judg-, 
ment that claims 1, 2 and. 7 are invalid for 
obviousness affirmed. 

5,100,420,. Green, Bolanos, Young, 
McGarry, Heaton, and Ratcliff, apparatus, 
and method for applying surgical , clips in 
laparoscopic or endoscopic procedures, judg- 
ment that claim L is invalid for obviousness 
affirmed. . , . 


On remand from the U.S: Supreme 1 Court: . 

Action 1 by United States" Surgical Corp. 
against Ethicon Inc." arid Johnson '& Johnson 
Hospital Services Inc. for patent' infringe- 
ment. The U.S. 1 District Court for the Dis : ; 
trict of Connecticut entered 1 judgment for 
defendants on jury verdicts that plaintiffs r 
patent no. 5,100,420 is- infringed Jbut mvalid' 
for obviousness, and that plaintiffs; pa tent; 
no. 5,084,057 is not infringed and invalid for; 
obviousness. On appeals the U.S! Court of . 
Appeals 1 for the Federal Circuit 'affirmed ; 
without opinion pursuant to Fed.Cir.R. 36: ; 
Following grant of certiorari,' the U.S.vSuv. 
preme Court vacated that affirmance; and ; 
remanded for further consideration iri a 'light : 
of its decision in Markman v. Westview In- 
struments Inc. (38 USPQ2d 1461): On Ye-; 
mand, district court's judgment, is ajfirmedi- 
on ground of invalidity: of ^patents in suit; 
based on obviousness. 

William E. McDaniels, J. Alan Galbraith, 
and David S. Blatt, of Williams &• Connolly; 
Washington, D.C.; Basam E. Nabujsi,; 
Thomas R. Bremer, and John . ^drcs., 
Norwalk, Conn., for plaintiff-appellant. ; - - 

David F : Dobbins, Gregory L. Diskant, • 
and Eugene Ml Gelerriter,. of Patterson;' 
Belknap, Webb & Tyler, New York, NlY, 
for defendants/crpss-appeilants. ; 

Before Newman, : circuit judge,- Bennett; 
senior circuit judge, and . Rader, circuit _ 
judge. ' : "' ' ' .'^V. 

Newman, J. / • • ?! " 5 

The court's prior judgment of this appeal - 
and cross-appeal was vacated by the Sur 
preme Court and remanded "for further con^w 
sidera tion • in light , of Markman v: Westview ~ 
Instruments, Inc^Sll U.S. - .(.1996):" 
U.S. Surgical Corp., v. Ethicon, J/ic.,;116.S.,. 
Ct. 1562 (4996). Our Kprion judgment;^, 
fi rmed the j udgmen t of , the United; S fates; : 
District. Court for the District of Conriectf-h 
cut, 1 entered on jury verdicts, that claim- 1 of r; 


1 U.S. Surgical Corp. v. Ethicon, . Inc.; No. 
5:92 CV 00134. (A VC), (D. Conn. Feb: 11, 1993 
(Summary Judgment); February 18, 1994 (Judg- 
ment Order); June : 9,' 1994 (Ruling on Post-trial 
Motions)). . J 


U.S. Surgical's United States Patent No. 
5,100,420 (the '420 patent) is infringed but 
invalid for obviousness, and that claims 1, 2, 
and 7 of United States Patent No. 5,084,057 
(the '057 patent) are not infringed and are 
invalid for obviousness. The issue of inequi- 
table, conduct during patent prosecution was 
decided before trial, by summary judgment 
in favor of U.S. Surgical. Each of U.S. Surgi- 
cal and Ethicon appealed the rulings adverse ' 
to it. After full briefing and oral argument 
this court entered judgment pursuant to Fed- 
eral Circuit Rule 36: 

Rule 36: Judgment of affirmance with- 
out opinion.— 

The court may enter a judgment of 
affirmance without opinion, citing this 

• rule, when it determines that any of the 
: following circumstances exist:- 

: (a) the judgment, decision or order of 
the trial, court appealed from is based on 
findings that r are not clearly erroneous; 1 

.(b) the evidence in support oif a jury 
verdict is sufficient; - 

(c) summary judgment, directed ver- 
dict, or judgment on the pleadings is sup- 
ported by the record; . : ' ■ : 

(d) the decision of an administrative 
agency warrants affirmance under the 
standard of review in the statute authoriz- 
ing the petition for review; or 

- ; (e) a judgment or decision has been 

* entered without an error of law; . . 

... and an opinion w'ould'have no preceden- : 
tial value. 

Appeals whose judgments are entered under : 
Rule 36 receive the full consideration of the . 
court, arid are no less carefully; decided than 
the cases in which we issue full opinions. The 
Rule permits the court to dispense with issu- 
ing, an opinion that would have no preceden- 
tial value, when the circumstances of: the 
Rule exist. See Taylor v. McKeithen, 407 
U.S, 191, 194- n,4 (L972) ("We, of course, . 
agree that the courts of appeals should have 
wide latitude in their decisions of whether or ,r 
how to write opinions. That is especially true , 
with respect to summary affirmances.'')--.. 

Seven weeks after this decision,. reported . 
at 48 F.3d 1237 (Fed; Cir.1995) (Table), for ~ 
which rehearing and. rehearing en banc were;;;: 
denied, the Federal Circuit decided . Mark-y 
man v. Westview Instruments, Inc. ,,--52 F;.3d; : 
967, 34 USPQ2d 1321 (Fed. Cir. 1995) (en- 
banc): The Supreme Court granted certiora^: 
ri in Markman and also upon U.S. Surgical's. j 
petition: After deciding the Markman ap- -• 
peal;, reported at 5 17 U.S. , 116 S. Ct. 1384,-- 
38 USPQ2d 1461 (1996), the Court instruct- 
ed the Federal Circuit to give further consid- 
eration to U.S. Surgical's case in light of the 1 - 
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d States Patent No. 
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Court's decision in Markman. We have done 
so. 

The judgment of the district court is af-. 
firmed, on the ground of invalidity of the 
'420 and '057 patents, based on obviousness. 
We do not reach the issues of infringement 
and the conditional cross-appeal rof the issue 
of inequitable conduct- r See t . Consolidated 
Aluminum Corp. v. Foseco^IntT Ltd., 910: 
F.2d 804, 814, 15 USPQ2d 1481, 1489 
(1990) ("a party may defend a judgment . 'on 
any ground properly raised\below' (citing 
Washington v. Yakima Indian Nation; .439 
U.S. 463, 476 n.20 (1979)); Lough v. Bruns- 
wick Corp., 86 F.3d 1113, 1 123, 39 USPQ2d - 
1100, 1107 (Fed. Or. 1996). (VNo further 
public interest is served by our. resolving an 
infringement question after a determination 
that the patent is invalid We now fully 
explain our decision. ^ . •." . ; . : - - 

The U.S. Surgical Inventions t .. - 

The inventions claimecUn the. '420 patent 
and its'. continuation-in : part the '057 patent 
are for. a surgical instrument for. ligating 
blood vessels and othei: tissues during, endo- 
scopic surgery, by applying multiple ligating 
clips in sequence. ' 

Endoscopic surgery is a procedure where- 
by instead of opening the abdomen or other 
body cavity by incision to provide open ac- 
cess to the surgical site,, the surgery is per- 
formed by inserting the surgical instruments 
into the body through, small tubes called 
trocars. The small size of the incisions that 
accommodate the trocars results ;in less tis- 
sue damage, less pairi, and faster healing 
than for traditional open surgery: 'In per- 
forming endoscopic surgery the body cavity' 
is inflated with 1 a 1 gas, called amnsuffiating 1 
gas, to provide working : space; -For most 1 
procedures today a miniature video camera 
is used ji to televise the ; surgical site, the en- 
larged video image appearing upon an exter- 


fig;:i 


nal screen and guiding the surgeon or surgi- 
cal team in manipulating the instruments 
through the trocars. 

Endoscopic surgery was in somewhat lim- 
ited use for many years, having been used 
mostly for the ligation of fallopian tubes, the 
surgeon viewing the site through an eyepiece. 
Endoscopic procedures experienced rapid ex- 
pansion after about 1989, particularly for 
gallbladder removal. Witnesses disputed at 
trial whether the expansion- was due to the 
development of the miniature video camera 
or the development of U.S. SurgicaTs endo- 
scopic multiple clip applier. 

During both endoscopic and open surgery, 
blood vessels may be closed and tissues 
clamped '.-using small "U"! shaped clamps^ 
called ligating clips.. Ligating .clips are ap-. 
plied by an instrument that positions. the clip, 
about the tissue or vessel to be secured and 
then compresses the. clip?.' When, initially. ;de-T 
veloped, ligating clip instruments were capa-r; 
ble of being loaded with, only one ch'p at a 
time, and required reloading between, each, 
application. Then \J.S. Surgical .developed ^ 
ligating clip applier for open surgical vuse 
that . applied multiple clips- in" succession, - 
without reloading the instrument. This : in-, 
strumeht,.- having, the: brand. name "Premium , 
Surgiclip," is, the, subject of United; States . 
Patent No..5,030,226.(the '226 patent) v The , 
Premium Surgiclip and the '226 patent, are*, 
prior art to the '420 and/057 patents in .suit,- 
and were the subject of extensive testimony 
at trial. . . . \ ' ' . , . a ; 

At trial . witnesses explained the, subse- 
quent development of the instrument of the 
patents in suit, a ligating clip applier. for 
endoscopic use that applies multiple clips in. 
succession without withdrawing , and reload- 
ing the. instrument... U.S. Surgicars- iiistru- 
ment, having the brand name EndpClip, was 
the first multiple clip applier. for endoscopic . 
use. The instrument is. depicted, in the , '420 
pa tent, as follows 1 ; . / ^ 



Fig. 1 of "420 patent 
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The instrument is depicted in the '057- patent 
with a different handle, as follows: - 



v:Fig: -1 of '057 patent. 


It is seen that these instruments have. an 
elongated shank that holds the ligating chps 
and is shaped for endoscopic use through'a 
trocar? After insertion into the body cavity a 
clip is pushed into position in the jaws using 
controls on the handle, and the clip is applied 
to the tissue to be ligated by closing the jaws 
using controls on"' the handle. The jaws ; are 
then opened and the next clip is pushed into 
position. Thus successive clips may ~ be ap- 
plied without withdrawing the instrument 
from within the body. "7 ^ " ' -. * 

Claim 1 of the '420' patent is directed to 
the combination of the trocar and the clip; 
applier, each component having defined limi- 
tations. Claim 1 is the only ' 420 patent claim 
in" suit: 1 

; T. In combination: 7 ,7 

a) a trocar having a cannula, and valve 
means for sealing said cannula, said 1 can- 
nula being adapted' for entry into -a body 

cavity; ^ • 

b) an endoscopic clip applier having:.; 

i) a framef; *." .*; ;7 j. , 

ii) an endoscopic portion defining a lon- 
gitudinal axis and extending distally from :; 
said frame, said endoscopic portion being 
'intertable into said cannula through. said 
Valve f; means in sealing engagement there-- 
with, said endoscopic portion further ^in- 
cluding a plurality of surgical clips dis- 
posed in an array and clip closing means 
for sequentially closing said surgical clips; 

iii) seal means associated and adapted 
to cooperate with at least one of said 
endoscopic portion and said, frame to ob- 
struct passage of gaseous media from.. the 

body cavity. 7/7 TruV ' 

Claim 1, the broadest claim of the - UM 
patent, also describes the endoscopic appara- 
tus as comprising several elements. I he 
claim elements are defined in terms of their 
function, as provided in 35 U.S.C. §112 ]Io. 
1 An apparatus for endoscopic- applica- 
tion of surgical clips to body tissue which 
comprises: >- * : 


a) frame means; ? • ; - 

• ; b) endoscopic means connected to said , 
frame means of generally elongated con- 
figuration and extending distally from 
said frame means and including: 

i) means for storing a plurality of surgi- 
cal clips; - . - . ; 

ii) means for' individually., advancing 
said clips to the distal portion of said" 
endoscopic meaiis for posiUoning adjacent: 
the body tissue to .be clipped; \'; . ' . . 

iii) means for at least partially. "closing 
said clip at least sufficient to grip theJ?ody 
tissue after the clip has been advanced, 
distally to' said distal portion of said endos- 
copic means; and 7 . 7 

iv) gaseous sealing means> , 
Claim 2 of the '057 patent, specifies the use, 
of silicon grease as the gaseous sealing means 
of clause iv, and claim 7 is directed to. a, 
disposable device! as in. claim 1. .. ..- 

Ethicbn's defense that the claims are in^ 
valid, for obviousness, was : based on the; 
ground that U.S. Surgical had. merely adapt-, 
ed to endoscopic use its. own, prior. art multi- 
ple clip applier, the Premium Surgiclip of the: , 
'226 patent, by known and routine. adapta~ t 
tion. Thus Ethicori- presented evidence .and ; 
argument that U.S. Surgical had simply- 
elongated the body of its prior art multiple 
clip applier so that it could be used through a 
trocar, with a sealing means to prevent es- 
cape of the insufflating gas through the tro- 
car. Ethicon adduced extensive evidence that 
such adaptation was well known to persons of 
ordinary skill in the field of endoscopic in- 
struments. U.S. Surgical countered with evi- 
dence and argument to the contrary. 

The jury held, by special verdicts, that.the 
claims in suit >ere invalid for obviousness... 
On appellate review^. we- determine whether, 
on correct instructions of law,: there was 
substantial evidence whereby a" 'reasonable /r^gg 
jury could have reached the^verdict reached*, 
by this jury. See Litton Sys;, Inc. v. Honey-. 
well, Inc., 87 F.3d 1559, 1566, 39 USPQ2d 
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1321, 1324 (Fed. Cir. 1996) ("Substantial 
evidence describes that minimum quantum 
of evidence from which a jury might reason- 
ably afford relief."); Festo Corp. v. Sho~ 
ketsu Kinzoku Kogyo Kabushiki Co., 12 
F.3d 857, 862, 37 USPQ2d. 1161, 1163 (Fed. 
Cir. 1995) ("Substantial evidence is such 
relevant evidence, on the record as a whole, 
as could be accepted by a reasonable mind as 
adequate to support the Verdict.") Conflict- 
ing evidence and argument must be: viewed 
as resolved favorably, to the party in whose 
favor the jury found. The reviewing; court 
must give appropriate deference to the jury's 
choices in weighing the evidence, in deciding 
between opposing positions, and in drawing 
factual inferences. Richardson v. Suzuki 
Motor Co., 868 F.2d 1-226, 9 USPQ2d 1913 
(Fed. Cir. 1989) (" 'the - appellate .court's 
function is exhausted when that evidentiary, 
basis [of the jury's verdict] becomes appar- 
ent, it being immaterial that the court- might 
draw a contrary inference or-, feel- that^ an- 
other . conclusion is. more f reasonable.' ") 
(quoting Lavender V. Kurn, 327 U : S\ 645, 
653 (1946)); Medtronic, Inc. v. Intermedins, 
Inc., 799 F!2d 734, 742, 230 USPQ : 641, 646 
(Fed. Cir. 1986), cert, denied, 479 U.S. 103* 
(1987). , • • 

The Prior Art . . \- : ;; 

As we have remarked, Ethicon 's position 
was that U.S. Surgical had simply elongated 
its prior art multiple liga ting instrument so 
that . it could be inserted through a trocar, 
and used known endoscopic sealing; media-- 
nisms to inhibit escape of the insufflating* gas 
through the trocar. Expert witnesses testified 
that these modifications were well known to 
persons of ordinary skill in the art of endcn 
scopic instruments. The witnesses presented 
several prior art patents, and exhibited many 
actual instruments, all < having the common 
endoscopic characteristics of. an elongated 
body and sealable engagement with., the 
trocar. ... .'\ V: : ; 

The district court, mentioned, in the opin- 
ion accompanying the denial pf , post-trial 
motions, that U.S. SurgicalV technical, ex- 
pert testified that there were approximately 
forty different prior art multiple clip appliers 
for conventional open' surgery! He testified 
that at least four of them — the Premium - 
Surgiclip of the '226 patent arid the multiple 
clip appliers shown in the Montgomery pat- 
ent, the Peters patent, and the Lachakar 
patent — embodied all of the elements of the 
/ 420/ / 057 claims except for the. elongated 
body and sealing means. He testified that an 
elongated body and sealing means'.are char^ 
acteristics of all endoscopic surgical instru- 


ments. In evidence were a variety of actual 
instruments for endoscopic surgery, all hav- 
ing these characteristics. These' endoscopic 
instruments included graspers, scissors, dis- 
sectors, and single- clip appliers: All had; an 
elongated body and were adapted for sealing 
engagement with the trocar. 

Also in evidence were references describ- 
ing prior endoscopic devices for the applica- 
tion of multiple fasteners other than liga ting 
clips. U.S: Patent No. - 3,870,048 to Yoon 
showed an applier for multiple elastic rings 
for liga ting fallopian tubes, stating that "[i]t 
is possible to load suture ring clips within the 
applicator in end-to-end series fashion. . . . 
This permits a number of clips to be applied 
during a procedure without the need of hav- 
ing to withdraw the applicator from the 
surgical field in, order to load another clip 
into the applicator." - U.S.. Patent No. 
. 4,226,239 to Polk-'also showed; an instrument 
for endoscopic application- of mult iple ligat- 
ing rings. The prior art also included at least 
one endoscopic multiple staple applier, Pat-, 
ent No : 4,944,443' to" Oddserr. A1F 6f the 
endoscopic instruments for applying multi-- 
pie fasteners had the common characteristics^ 
of elongation for use through a trocar; and; 
most .were sealed' against? escape of tile' gas 
through the trocar. ^ Several^ references 
showed the use of silicon grease, as specified 
in claim 2 of the- '057 pa tent , or valves, as 
specified in claim Y of the ,'420 patent, ' to 
maintain the seal. : ""'-'**'■' /; ,r "r ;.; 

The testimony of U ; S. Surgical 5 s ; technical 
expert that the elongated body and^the seal 
are common' characteristics of: endoscbrjic 
instruments was described' by Ethicon as! a 
concession of great weight: This; evidence 
was stressed at trial, as Ethicon pressed its 
argument that U.S. Surgical had simply 
adapted its '226 patent multiple clip applier 
for endoscopic, use, and that it was obvious to 
dp so, pointing to many other instruments 
that had been adapted in the same way. U.S. 
Surgical points out that this same expert and 
several other expertwitnesses testified about 
the difficulties of designing the ; 420/'057 
. endoscopic multiple clip applierand the time 
arid cost involved. We take note of the con- 
flicting testimony and the opposing expert 
opinions of witnesses for these parties, and of 
the lengthy explorations by, these witnesses 
of this technology and* the development and 
characteristics of these surgical instruments. 

In comparing the -420/ '05 1 'Instruments 
with the prior art instruments, Ethicon's pat- 
ent expert testified that the prior art '226 
patent was the closesf prior art and that the 
relevant elements of the structure of the '226 
patent "were adopted into the subject matter 
of the '057 and '420 patent applications." 
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Ethicon's technical expert pouited out to the 
jury all of the similarities of .the structure 
and mechanisms between, the -device- of the 
'226 patent and the '420/'057 patents. He 
pointed to the jaws to hold the chp,. he 
pusher for advancing a stored clip , to the 


. jaws, the grooves in the face of the jaws to 
receive the clip, and the mechanism for clos- 
ing the. clip about the tissue to be ligated.. 
The drawings of the jaws in the '226 patent 
and in the '420/'057 patents show this 
similarity: 


fiasa 




Fig 9 of 226 Patent 

Witnesses testified' that' the operation- of,the 
726 instrument and the, '420/ '057- patents- 
was essentially the- same. It was explained 
that in both the '226 and the '420/ 057. 
instruments the jaw blade,, clip, corner, and :, 
pusher bar are all enclosed m a . channel 
assembly from which the jaws. protrude at- 
the end. In the '226 patent the applicator is 
described in the Abstract as: - t / r r /•':••■■"> 
The surgical clip applicator has a-pusnen 
bar which positions the foremost chp/from 
a clip carrier into, a ready-to-fire position: 
.between the jaws prior to squeezing. of the. 
handles together. When the- applicator; is 
fired, the previously positioned^ surgical 
clip can be crimped about a vessel and : 
when the jaws are released, a. new,chpas 
placed., between the jaws for . the, next, fir- 
ing. "A channel assembly, moves, oyer;. the; 
jaws to:close the jaws while the pusher. bar. 


Fig 19a of 420 Patent 


is retractednnto the clip carrier for dehver- 
> -ihg the foremost clip from the earner upon ■ 

release of the handles. • 
Referring to Fig. 4 of the : '226 patent, if was 
explained at trial that the pusher bar (35) 
moves a clip (33) into the\channels in the 
faces of the jaws (25). When a clip is in the 
jaws and the handles are closed, the external 
channel (38) moves forward over the beveled 
portion of the jaws, which, by virtue of their 
beveled shape, are squeezed together by the 
external channel, thus closing the clip. At the 
same time," the P^her bar moves back^to 
engage the next clip in line. When the handle 
is released the channel withdraws, .the jaws 
open and release the clipped, tissue, and the 
pusher bar moves forward, .positioning^ the. 
n^xt clip into the jaws : The operating compo- 
nents are shown in the patent as follows:. 



Fig 4 of 226 Patent 
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into the clip carrier for deliver- 
nost clip from the carrier upon 
ie handles; - 
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(33) into the channels, in the 
.ws (25). When a clip is in the 
landles are closed, the external 
noves forward over the beveled 
jaws, which, by virtue of , their 
, are squeezed together by the 
ael, thus closing. the clip. At the 
ie pusher bar moves back, to 
& clip in line. When the handle 
5 channel withdraws,; the jaws 
ase the clipped tissue v 'and the 
loves forward, positioning, the. 
:he jaws. The operating cpmpoV 
yn in the patent as follows: . . 



I 


m 


it. 

I 


■If. 

m 


In the '22.6 pa tent., the clip carrier .is der 
scribed as "an; elongated channel having v a. 
pair, of side walls or rails between which thej 
clips are slidably guided, a. pusher ..which 


FIG. 18 


slides .between, the rails, and a spring .for 
biasing the pusher in the forward direction." 
Col. 4, lines 45-54. The corresponding assem- 
bly, shown in Fig. 18 of the '420 patent, was - 
the subject of comparative testimony: 



Fig 18 of 420 Patent 


It was. explained that' the pusher bar Q 4 3| : 
moves a.iigating clip (138) .into the channels:; 
in the faces' of the jaws (135-b), When a clip : 
is.in the jaws and the handles are closed; the;. t 
external channel (133). moves, forward oyer,; 
the beveled portion of the ja^,. squeezing- 
them together and closing the clip. 

To counter this evidence of similarity, 
U.S. Surgical witnesses, testified that the 
'420/'057 instrument was not ^routine ad- 
aptation of a prior instrument, 1 and stressed; 
the long development' timeVand erigineefihg 
difficulties involved in the ^riversibri of the; 
'226 device to endoscopic use^ Ethicon chal-. 
lenged these arguments : and their factual 
basis^on cross-examination, and elicited testi- 
mony that the development time related; pri-. 
marily to unclaimed features /.of : ^e : handle; 

There was testimony about, the; seal^and 
how it was achieved.. la its infringement case\ 
U.S! Surgical argued, that - Valve rneans" ; in^ 
the '420 patent included. any : lqiown 'means 0 
for sealing the clip'applier in the trocar* . 
including valves and" gaskets. U.S. Surgical 
argued at trial as stated m its proposed jury^ 
instruction construing this term for '.infringe-.. 
■ ment purposes: . ■. \ ~\ . u: - 

The structure for performing this [valve . 
means] function includes all such struc- 
tures contained in trocars known in thejart 
at the time, the. '420 Patent Application 
"was filed. ... " ' _ . \. 

U.S. Surgical presented testimony , to this 
effect at trial, thus. providing subs'tantial; ba- 


sis for the jury to find that the 'Valve.means" % . 
of the '42Q. patent was known in the- prior, art t< j 
U.S: Surgical does, not now dispute that the - 
'Valve means" of .its : ' 420 patent is.fourid in . 
prior art -endoscopic instruments. ^ . 

In the course of the extensive explanation 
and comparisons . at trial ; of the prior, art 
devices and the '420/ '05 7; devices,; there; was,, 
no dispute . concerning-; the \ content of the., 
references , or . f the, structures that. ; .they^ d6r,.- 
scribed. There was no dispute concerning the 
structures , described, in. the. '420/ '05 7 pat-.;, 
ents, pr cpneerning: the meaning of .technical; : 
terms or words of, art, as used : in. the prior, art .: 
or in ttie.. : patents in suit.; The jury was hj- y 
structed that the technical terms had .their •", 
plain meaning, ..as:; the district court . men- 
tioned, in its opinion on the post-trial motions. ; 
U.S. Surgf&i did not proffer a : i particular;: 
"construction" of technical terms in order to ;. 
distinguish the claimed inventions from .prior, 
art devices. Neither party departed from the, ; 
plain meaning of the words that were used |n ; 
the- claims andin the .specifications, and in ' 
the prior art^i Although ; U.S. Surgical has- 
raised ojr this,, appeal . . the ; . issue' of - "claim 
construction,]' as . we shall discuss post, .there •< 
was no argument at trial as to the meanirig:pf , 
technical, terms or , words of. art insofar, as - : 
they , concern, the determination of obvious-' 
ness.. \. ; - . .. " ; 

There was opinion . evidence on both sides/ 
of the question of obviousness.: We : turn. to. ; 
the objective factors' for as the district court 
mstructedjthe jury, such evidence must be ; 
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considered in the determination of obvious- 
ness: ' : -* " . 

Objective Factors 

Objective factors assist in understanding 
how the invention was viewed in its field of 
endeavor, and provide an important practical 
guide to the decisionmaker. It was explained 
to the jury that the context in. which the.^ 
invention arose and its receptioain the mar- 
ketplace are indicia of unobviousness^ and . 
must be considered. 

Witnesses for U.S. Surgical: testified that 
the EndoClip," a commercial embodimentof 
the '420/'057 patents, had revolutionized 
endoscopic surgery . and made ..endoscopic 
gall bladder removal possible. It's commer- 
cial success was emphasized.; and.- it. was.-.; 
stressed that the EndoClip was the Jjrst and 
for some years the only endoscopic multiple 
clip applier on the market. U.S. Surgical 
pointed out that the most relevant prior art, 
viz. single clip appiiers for endoscopic sur- 
gery and multiple clip appiiers for open sur? 
gery, had existed for more than a decade 
before U.S. Surgical produced the EndoGlip 
for endoscopic surgery. U.S. "Surgical : pre- ; - 
sented -evidence of the rapid acceptance and- 
adoption of * new endoscopic procedures, 
based on its new multiple-clip applier. " ; : 

Witnesses for Ethicon testified that the: 
growth of endoscopic surgery was due to the 
miniature video camera, riot the multiple clip 
applier. : They testified' that before a tiny 
camera' was available.lto televise images of 
the abdominal cavity, Whereby a team; of ■ 
surgeons could operate with a. common view 
of the surgical field, endoscopic surgery was 
largely limited to ligation of fallopian tubes* 
a simple procedure performed- by a surgeon 
peering through an eyepiece. -According to ; 
Ethicon, U.S. Surgical's EndoClip 'was' de- 
veloped for and had its only use for tubal 
ligation, and its later commercial growth was . 
due to the sheer luck of being on the market - 
when endoscopic surgery underwent its T fapid 
expansion upon the capability of televising ; 
from inside the body. ' - 7 : - . 

Thus U.S. Surgical characterized ^its- 
'420/'057 multiple.clip applier as< a : pioneer^ 
ing advance in the field of endoscopic sur- - 
gery, while Ethicon described the '420/'057- 
instrument as an obvious adaptation ■ of c a 
prior art multiple clip applier, whose -901117: 
mercial success was due to unrelated factors.;; 
These conflicting arguments were fully pre- u 
sented at trial. Witnesses, including sur- 
geons, supported both, sides- The jury was 
presented with questions of [ credibility . aVd 
weight as well as factual disputes, as the jury 
decided whether the inventions of the -claims. ' 


in suit would have been obvious to a person of 
ordinary skill in the. field, of -the invention at 
the time the invention was. made. Although 
there -were indeed questions :oL credibility 
and weight of evidence, the jury was. not 
required to choose between alternative 
meanings of technical terms pr words of art, 
or decide the scope of the claims, in deciding 
the question of obviousness. The factual find- 
ings of the scope and content of the prior art, 
the differences between the prior art and the 
claimed invention, the level of ordinary skill 
in the field of the invention; and the objective 

"considerations, did .not .require "construc- 
tion" of these ^claims as set forth In the 
Markman decisions of the - . Federal Circuit 
and the Supreme Courtf 
In reviewing the jury verdict of obvious-. 

. ness, we- review whether the jury was correct- 
ly instructed on the law, and~ whether there 

-was substantial, evidence whereby a reason- 
able jury could have reached, its verdict upon 
application, of the- correct- law "to the facts, 
Railroad Dynamics, Inc. v.. A. Stucki Co., 
727F.2d 1506, 1512, 220 USPQ 929, 935-36 
(Fed. Cir.), cert, denied,. 469 U.S. 871 
(1984), recognizing that invalidity- must be 
proved by clear arid convincing evidence. 
Perkin-Elmer Corp. v?' Computervision 
Cbrp\ 732 F.2d 888, 893, 221 USPQ 669, 
673 (Fed; : Cir;- 1984). Thus^we turn to the 
law, as presented at trial and as instructed by 
the trial judge. . ■ : 

The Jury instructions --J 7 . 

Jury instructions are reviewed for corrects ! 
ness,. with due attention to, their clarity, ob- 
jectivity,, and ^adequacy J ; taken as a whole; - 
See Brooktree Corp. v. Advanced Micro De- 
vices, inc., 917 F. 2d 1555, 1570,' 24 USPQ2d 
1401, 14"li;(Fed.;.Cir: .1992) ("the correct-,, 
ness of a . jury instruction .. ,^ as reviewed on., 
appeal to determine whether, ; on. ; the. whole, , 
the jury instructions were adequate to ensure - : 
that the jury fully understood the legal issues 
for each element of the case."); Trademark 
Research Corp. v. Maxwell Online, Inc., 995: 
F.2d 326, 339 (2d Cir. 1993) ("A trial- 
court's improper 1 charge constitutes revers- 
ible error only 'when jury instructions, taken' 
as a whole, give.thejuryra misleading impres-; 
sion or inadequate uriderstariding : of the;. 
law. 1 ") (quoting Carvel Corp. /v. Diversified 1 ^ 
Management Group, Inc., 930 F;2d 228, 232" 
(2d Cir. 1991)). / . : : \ " 

[1] The jury was 'correctly instructed on 
the presumption of validity, and that Ethicon 
bore the burden of proving invalidity by clear 
and convincing evidence. The jury was cor-,, 
rectly instructed that in determining wheth-K 
er the inventions of the '420 and ^057 patents - 
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were invalid based, on .obviousness, it was 
necessary to consider the scope. and content 
of the prior art, the differences between the 
prior art and the claimed invention, the level 
of ordinary skill in. the art, and'the objective 
criteria of unobviousness. The court correct- 
ly explained the Graham factors., See-Gra^ 
ham. v. John Deere Co., 383 U.S.. : HVi:4$ 
USPQ 459 (1-966). For example^ irii deter- 
mining the level of ordinary skill in the- art 
the jury was instructed to consider- v 

evidence submitted by the parties to' show; 

One, the educational level' of active 
workers in the field; -* - . ' . " \\ : 
Two, the types of problems encountered 
in the art; ' : ; - ' V " 

. Three, the nature of the prior; art soltr- 
tions to those problems; . - 

Four, the activities of others;. > >?* s ; ; 
Five, the rapidity.- with which innova- 
tions are made in the art; . 

And six, the sophistication, of the tecl£ 
nology involved. . .'4.:; .■ /.-k" 

The jury instructions included explanation 
of the principles to be applied in determining 
obviousness when the inventionis a combinar; 
tion of prior art components; . The couri in*^ 
structed that the prior/art .must : show,- hot 
only all of the elements ;pf the claimed' cornbU 
na tion , but m ust contain : some . "teaching^ 
suggestion or incentive" to* a person- of^prdi- 
nary skill to combine the known elements ; .irt 
the way that U.S. Surgical combined them:;; 
In order to prove- obviousness, the~ defen- 
dants must prove, again by clear ahd^ Con- 
vincing evidence, that.one of ordinary skill; 
in the art would have found m the prior "art 
references some teaching, suggestion i\br 
incentive to combine, the pribjr: art - refers 
ences in the way that U.S / Surgical did in 
its invention.' ' : .-f - 

The jury instructions siressedAtha^ 
art, to be invalidating, .must sufficiently 
teach or direct a person of ordinary sldll how 
to obtain the result reached by the^patentee: 
Additionally, if you dp .find a teaching in 
the prior art that would motivate one 
ordinary skill in the prior art to make the 
clip appuer claimed in the '057 and ^420 
patents, you must also determine whether 
there was sufficient teachmg or directioh 
in the prior art of how to obtain or build 
the claimed clip applier such that a person 
of . ordinary skill : in the art /would thaVe. a 
J reasonable likelihood of success in making 
- . the invention . In other word's^ in order to 
. find obviousness, you must find ;not : only 
that the prior art would teach one. of qrdi- 
. nary skill to try the combination of .known 
relements, but also that the prior art would 


sufficiently teach or direct one of ordinary 
skill how to obtain the desired result. 
The jury was instructed that in .determining 
obviousness.it. was to.consider the claim as a 
whole, and that it did not suffice, if . the 
individual elements -of the invention - were 
known in the prior .art: . . J . : 

The reason you must consider the claim as 
. a whole is because there is.no. dispute .that 
; U.S. Surgical's invention: is comprised of 
. individual elements .which were knbwn in 
the prior art. The fact that U .S , SurgicaFs 
. inventions incorporate or combine; ele- 
ments already known in the prior art does 
- not render, its patents invalid. Patentsfcan 
be granted on devices that contain a com- 
bination of various elements that are, well 
: known, in the. prior art. U.S. Surgical's 
claim is that it invented ! the combination 
of those. elements for the, first time in the 
' endoscopic multiple clip applier claimed in 

the patents in suit;".. . ' . ■ V; 

The instructions on the law of obviousness 
occupied eight pages of trial transcript. They 
were correct in law, thorough, and clearly- 
stated! U.S. Surgical how argues that. other 
instructions that it requested, should;, also 
have been given, and that their : omission 
requires a new trial .: The district /court ex- 
plained its denial of 'these requests in its 
opinion on the post-trial motions : 
■ U.S. Surgical had requested that the court 
read to the- jury the sentence- of 35 U.S.C. 
§ 103(a) that states: "Patentability shall not 
be negatived by the manner in which the 
invention was made," accompanied by the 
instruction that the- jury should give no 
weight to Ethicon's evidence of "how long or 
short a time it took to make [the invention]" 
arid "how obvious U.S. SurgicaFs invention 
may have seemed to U.S. Surgical's own 
inventors:'' The court denied the request: We 
do not discern reversible error in this denial, 
for the rejected instruction was encompassed 
in ; the . instructions that were given, was the 
subject: of expert testimony,, and was includ- 
ed in the argument. The court did not com- 
mit error in. denying aa instruction that gave 
weight to one of the several aspects that were 
before the jury, and was reasonably viewed 
as cumulative in-the context of- the 'instruc- 
tions that were given : . . ... ~ r ■ : 
IXS. Surgical ialso requested an instruc- 
tion that :the '226 patent was ..cumulative: 
prior art and thus did not have to be cited to 
the patent examiner. , In its pre-trial consider^ 
ation of the issue of inequitable, conduct the. 
court, through a special master, had- conclude , 
ed that the '226 patent. was cumulative in the : 
circumstances and. on the law that then . ap- ; 
plied in the examination of patents. What- 
ever the relevance of this point.to the issue of 
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inequitable conduct, which had been decided 
in favor of U.S. Surgical, the '226 patent was 
correctly treated as prior art in this litiga- 
tion. The denial of this instruction, is hot 
grounds for a new trial. 

U.S. Surgical also requested the instruct 
tion that even if the jury found the absence of 
the secondary- consideration of long-felt 
need, that 'was "in no way suggestive : of 
obviousness or invalidity." The- instruction 
that was given on the secondary consider- 
ations was: ~ .". 

- In making these three determinations 
[the Graham factors] you must also- ^con- 
sider other surrounding circumstances 
which are called secondary considerations. 
These include:- ' .7 "'•■"'*.* -77 : 

One, whether ' the, alleged invention ; was 
commercially successful; 7 . 7 
7 Two, whether the alleged invention Sat- 
isfied a long-felt need in the" art; 

Three, whether others were; unsuccess- 
ful in making the alleged invention;-;. 

Four, whether the alleged invention ;\vas 
copied by others in the art; 

Five/ whether "the., alleged invention Re- 
ceived praise from others in the art; . 

"Six,., whether' the alleged invehtion, t der 
parted fromlbther principles of the. art.- . 

In order, to determine that; secondary, 
considerations such as commerbiaisuceess 
are evidence of non-obviousness, .-there 
must . be a . causal connection -between- the 
patented features of the invention and ? the 
commercial success of the deyice.Tf-comr 
mercial success is attributable to the, pat-, 
ented features, then, it is evidence^ p£ 
nonobviousness. ,". . : 
U.S. Surgical 's requested instruction - cdn^ 
cerning long-felt need related, Jo the:. weipht 
to be given to a. fact . whose existence,* and; 
significance,, was disputed.at trial .;The; issue 
of the objective, factors was,.compleX;:and> 
hard-fought at trial, leaving areas ofvdispute;, 
weight, and perhaps credibility.. We discern: 
no error in .the. court's refusal to; commenton 
a specific aspect, having instructed the; jury; 
on all aspects. y -- : - 

- U.S.. Surgical also requested the; instruc- 
tion that prior art: that teaches away from the: 
patented invention is evidence of nonobyious- 
ness.:That subject was comprehended in the 
above-quoted instruction that the jury-should^ 
consider- "Six, whether the alleged invention- 
departed from other principles of the art," an 
argument whose substance had been debated 
at trial. The refusal of this instruction,; in 
light of the full instructions that were given; 
is not grounds for a new trial. ' . ' : 

■ U.S. Surgical also states that the district 
court should have given a curative ihstruc- 
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tion to counter Ethicon's- suggestion that the 
patents in suit improperly hindered competi- 
tion;' The record shows Ethicon's persistent 
and: improper v innuendos: However, U.S. 
Surgical reasonably- countered this aspect 
with evidence and argument concerning the 
purpose of the patent system.; Review- of. the 
record leads lis. to conclude; as -apparently 
did the district .court; that this tactic didtnbt 
prejudice: the outcome: See.. City of -New 
York v. Pullman; Inc\ 662:F.2d 9 10; 9 17 (2d 
Cir. 1981) ("The district court is not obliged 
to charge every, contention made. by the -par- 
- ties at trial, as long as the' charge* itself, taken 
as a whole, is fundamentally fair.") (cita- 
tions omitted), cert) denied, 454 U.S. 1164 
(1982). The denial of these instructions (and 
others offered by both, sides) was not a mis- 
carriage of- justice;- and does; not establish 
reversible error or grounds for a ; new trial. 

. U.S. Surgical also argued that its request- 
ed instructions construing the claims should 
have been given, and- that r the absence of 
"claim construction" by "the district court 
required a new trial In accordance with 1 the 
Court's remand - for further . consideration - in- 
light of Markman, we have again, reviewed 
the requested instructions, to determine 
whether any instructions that were impropn 
erly refused could reasonably have preju- 
diced, the jury's verdict of "invalidity. . 

In evaluating the refused. instructions,, we^ 
look first at the instructions; on claim con-- 
struction that were - given.-; The issue was; 
interpretation of these, means-plus-function 
claims and . their application to find, if; there 
was .infringement, by 7the Ethicon. devices. 
The district court instructed the jury how to 
interpret . means-plus-f unction claim . ele- 
ments, and how to apply, these claim/ele- 
ments to the accused devices, as follows; 
Now, in interpreting the means- plus 
function claim elements, you : must deter- 
mine the following: . 

One, what function^ called for by. the = 
. claim element, and v 7 . : ;< ... 

Two, what .structure, or means, . is de- 
scribed .In; the':/ patent, specific 
performing the/stated function. ']] ~ . 7. 7 
A means plus function claim, is only 
infringed if: ; 7 7 : 77 7 . v ,,7 
- One, the function of. the accused device 
is identical to the f unctipri;discldsed'iri the- 
claim element of the" patent; and . . : * ;;7 * 

Two, the structure wln^h performs that v .vv^pp^ 
function in the accused device is the same / 7|$||pv7 
as, or the Equivalent of, the structure ■ 4e ; -- . :^||^ 
scribed in the I patent specifications. ' ;;. ! .-^W^B 
■ = The' second ' of these two steps requires ^SMBBs 
you to determine whether the accused dey * ^gip^ 
: vice includes the- same structure as : 'de^ ; ,|^pto 
scribed in the patent or its equivalent* Ydu;7\.>;iS« 
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may determine that a structure in the 
Ethicon device is equivalent if you deter- 
mine that a person of ordinary skill in the 
art would consider the structure found in 
the accused, device an insubstantial 
change from the structure disclosed in- the 
patent specification. . .. „ 
This aspect did not. concern-,-. or determine, 
validity in this case. However, U.S. Surgical 
states that Markman requires the trial judge 
to perform the first portion , of this instruc- 
tion, that is, to determine the function and 
the structure or means that performs; the 
function, and to give a detailed technical 
analysis for. the infringement portion of the 
instruction; and that failure to do so fatally 
flawed the trial. , . ■ .. 

For example, U.S. Surgical requested 
instructions for the first element of claim 1: of 
the '057 patent, starting, with the following 
proposed claim construction: ... : V 
m Clause i) of claim element lb), reads 
means for storing a plurality of surgical 
clips." This is.a means-plus-function claim 
element. The stated function, as -I inter- 
pret it, is to store a plurality of surgical 
clips. " : 

We observe that this part of ,the proposed 
claim construction merely repeats the. words 
of the claim. The requested instruction- then 
told the jury what structure was described jn 
the patent, specification for performing: this 
function; . ' ■ : : . . . . 

■ The structure or means disclosed:.in,1he 
patent specification for performing this 
function is a clip, track which holds, an 1 
array of surgical clips and a spring to bias 
the clips toward the distalor far end of the 
instrument 
This information from the specification^ 
splved no dispute, for there was none. Next, 
the requested instruction told the jury how to 
find infringement: the same instruction. as-in 
the general jury instruction that was actually 
given, quoted supra, but now drawn specifi- 
cally to this claim element: .*./. 
In order to find that this claim element of 
the '057 patent has- been met, you. must 
first find that defendants' accused .devices: 
perform the function of storing a. plurality 
of clips. Then you must find that . the" 
defendants' accused devices have a clip 
track which holds an array, of surgical 
clips and a spring to bias the. dips toward 
the distal or far end of. the/instrument,' or 
equivalent structure, which performs, this 
' function. 

This text, again, repeated the function in. the 
same words as in the claim, and.repeated the 
undisputed description in. the. specification. 
I He requested instruction then stated that if 
the accused devices perform this .'function, 



using the described means or an equivalent 
means, there is, infringement. That is the 
same instruction as in the general instruction 
that was actually.given, but made specific to 
this claim element. We doubt that Markman 
requires the trial judge to instruct as to. an 
undisputed , claim construction" for. every 
term, by simply, parroting the words, of the 
claim and then repeating the rule concerning 
inlringement.of means-plus,function claims 
Markman explicitly recognized that the .ap- 
plication of the. claim to the accused device 
was for the jury. Indeed, Ethicon objected to 
this instruction as an improper attempt, to 
direct the jury findings of infringement. 
.Similar instructions were proffered for the 
other claim elements. Another rejected in- 
struction started with a similar repetition of 
the words of the. claim as "interpreted" by 
the judge, and an- undisputed restatement of 
what these words mean: ... . ' ' 

- Th if > naI (t ? ,ause Of 'claim element b) ii) 
calls for "clip closing means for sequen- 
tially closing said surgical clips." This is a 
' means-plus-function, claim element ' The 
stated function of this particular means- 
-pius-function claim element is "sequen- 
tially closing said surgical clips." I inter- 
pret this to mean the closing of surgical 
clips one at a time and one after the otjier 
In -the infringement trial," the issue was not 
the definition of "sequentially;" but the equi- 
valency of the means that was described in 
the specification with the means- that was 
used in; the accused ; device, and issues con- 
cerning the clip advancing meansr These ' 
aspects do not relate to obviousness, but to 
infringement. The additional text of this pro- 
posed instruction was objected to on its mer-~ 
. its by Ethicon as an incorrect application of 
the^Iaw of 35 U.S.G. §11216: However, this 
aspect raised no disputed issues- with respect* 
to ,the determination of obviousness in view 
of the prior art. The dispute concerning the 
requested instructions related not to the' 
prior art, but to the accused Ethicon devices 
Following is another claim, element whose 
proffered "interpretation" was to- repeat the 
words of the claim: : . , ; 

Claim element a) calls for a trocar having 
: a cannula with valve meansTor sealing the 
, cannula- The claim element. "valve means 
for. sealing said cannula" is a: means-plus- 
function claim element.. The stated.func- 
^tion, as. I interpret it, is to seal the cannula. 
There were infringement disputes concern- 
ing the-valve means, and : there was- much 
debate; at trial ■. concerning the scope of this 
claim-element as applied to Ethicon's de- 
vices U.S. Surgical ..requested- : the -instruc- 
tion, that , the "valve means;.' includes and is 
infringed by, all prior art valves and gaskets 
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and any other known structures. for sealing 
the cannula: 
The structure for performing this function 
includes all such structures contained in 
trocars known in the art at the time the 
'420 Patent Application was filed. -Such 
trocars contain structures both to seal the 
cannula when. no instrument is in the can- 
nula, -such as a flapper-type- valve; -and 
structures which form a seal between the 
instrument and the cannula when an in 1 
strument is inserted in the cannula/ such . 
as a gasket. The flapper valve may engage, 
the gasket, as in the U.S. Surgical Surgi- 
port Trocar, or be separate from >tfte-gasf 
ket, as in reusable instruments that' were 
known at the time the '420 Patent Appli- 
cation was filed. .Therefore, if you 'find 
that the Ethicon Endopatti Trocar is ; a 
trocar having the same or equivalent struc^ 
ture to the structures I have just described, 
then the accused devices satisfy claim ele- 
ments) of Claim 1 of the '420 Patent:; 
We referred supra to this requested jnstruc-. 
tion, for 'it makes clear that validity: of; ;the 
U.S. Surgical patents was not f'grbunaed^.on 
asserted unobviousness of the valy^ iileans, 
and that , a reasonable jury . could"' have"; so 
found. The district court had' left to the jury 
the issue of breadth of the.valye means; as it 
affected infringement, for Ethicon hablyfgor^ 
ously objected to this instruction .as pre^udg-; 
ing the finding of infringement.. In rnsVposl;-; 
-trial opinion, the district judge expressed : tHe 
view that the jury had. accepted y.S. .Surg|- 
cal's construction of the valve means since.it 
found infringement of ttie '420 patent claim.- 
We do not reach the issue of; infringement.. 
However, whether the. valve. means; was. con-;, 
strued.as broadly as U.S. Surgicalrequestedy 
or quite narrowly as Ethicon- had . argued, tfie 
variety of valve structures shown in. the prior 
art was in accordance with the-jury's.finding . 
of obviousness in light, of ^the prior art.^v-t.n 
ji] The -Markman decisions da not hold 
that the trial judge must repeat or restate 
every claim- term in order to comply with the, 
ruling that claim construction . is for^. the 
court. Claim construction is .a ^matter ; of 
resolution; of disputed meanings. and ; technic 
cak scope,: to clarify - and whenriiecessary^to . 
explain what . the .patentee covered, iby . the 
claims, for. use in the determination to£j in- 
fringement. It is not an obligatory exercisein 
redundancy. Although , claim, -construction: 
may occasionally be necessary in obviousness 
determinations, 1 when the meaning or. scope 
of. technical terms and words of art is unclear 
and in. dispute and requires, resolution^ in 
order to determine obviousness, , in this xase 
none- of these rejected instructions ..was:: di- 


rected to; or* has been shown, reasonably/ to 
affect, the determination of obviousness- 
Grounds for a new trial have not been 
shown. See Santa Maria v.. .Metro-North 
Commuter. R.R\, 81 FJd 265; 273 (2d-Cir. 
1996) -("A new . trial must be.granted if: the 
court determines that. 'the. verdict is against 
the weight of the evidence, that, the damages 
are excessive, or. that, for other. reasons, the. 
trial was not fair- to the .party .moving.' ■"). 
(quoting Montgomery Ward & Co.. v. Dun- 
can, 31 1:-UiS. 243, 251 (1940)); Shatter? 
proof. Glass Corp. v.: Libbey-Ow.ens- Ford 
Co.,J5%$.M(>n, 626,,225;USPQ 63.4„643 
(Fed-Cir.. 1985) ("If prejudicial errori. oc- 
curred,, or if the verdict is against the clear 
weight of the evidence, as an alternative .to 
judgment n.o.v: a new trial may be granted, 
in, the discretion of the trial judge."), (citing 
Fairmont Glass Works. .v.. Cub Fork. Coal 
Co., 287 U.S. 474 (1933).)., x . - 

We have not been? shown prejudicial error 
in the.jury instructions, or that the verdict of 
obviousness is against-the clear weightpf the 
evidence, or that substantial justice requires, 
that . the trial be, voided. . : : . - ^ . 

The Dictionary 4 ■■-=" . - . .. 

During its deliberations the' jury requested' 
a dictionary and; over the objections of both' 
parties^ was ; provided ; one: by the court: U'Sv 
Surgical states this is reversible error, while 
Ethicon' states that any "error was harmless. 

U.S. Surgical proposes that the jury might 
have : used the dictionary to look up > defini- 
tions on which it had been instructed Jby the 
court of that had been explained. by ; wit- 
nesses, such as ^presumption" or "obvious- 
ness." The jury-was instructed, as the parties 
agreed, to consider the ordinary meaning of 
the language used in the claims. U-S. Surgi- 
cal does not mention^ any terms that*' were 
used outside of their ordinary; meaning. The 
district courts pointed out^m its ,postrtriah, 
opinion that the instruction -to consider the- 
ordinary- meaning, :and the general assump- 
tion that:definitions in a standard dictionary 
are common knowledge with which the jury 
is ^charged,; .support .the • provision vorV'-the 
dictionary. ' =..J ; v ; .:>:-" uu . =c 

: [3] It Js^ generally agreed - that the provi- 
sion of a dictionary 1 to a jury, although vnot 
favored, is ; notrgrounds^ for a:;new trial? See 
Wernsing ' v\ . : General -Motors ' Corp. , . 470 
A,2d,802, 806- (Md, 1984) (m appears to be 
the near, universal consensus that a. new. trial 
is not: awarded, simply :;because^ a dictionary • 
was before the. jury.") (citing; cases): U.S. l > 
SurgicaT offered no specifics.. as. to words u 
whose dictionary definitions- may have ad- 
versely affected the .verdict of obviousness-? 
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Instead, U.S. Surgical seeks a presumption 
of prejudice and an. automatic new trial.: 

Both sides cite United States v. Weiss, 752 
F.2d 777 (2d Cir. 1985), as stating the con- 
trolling law in the Second Circuit, and each 
side argues that Weiss supports its position. 
In Weiss a criminal defendant was convicted 
of mail fraud, perjury, and RICO violations, 
and the jury obtained accounting books with- 
out the- judge's knowledge or consent. Al- 
though the Second Circuit stated that "ex- 
tra-record information that comes to the 
attention of a juror is presumptively prejudi- 
cial," 752 F.2d at 782-83, the court held that 
the trial judge's determination that the infor- 
mation had not prejudiced the defendant was 
not an abuse of discretion, and sustained the 
conviction. 

U.S. Surgical argues that the practice of 
permitting the jury to have a dictionary 
- would undermine the patentee's right to be 
its own lexicographer, and thus constitutes 
reversible error. However, U.S. Surgical 
does not direct us to any actual or reasonably 
possible prejudice, or any suggestion that the 
jury disregarded the court's instructions on 
the law of obviousness, or the rplain meaning 
of the terms used, in the claims and the prior 
art. Instead, U.S. Surgical argues that it was 
Ethicon's burden to establish that the jury 
did not misuse the dictionary, and that since 
that burden can not be met a. new .trial is 
required. However, the holding in Weiss was 
not for an automatic new trial. Weiss.did hot 
divest the trial judge of authority to decide 
whether the error, in that/ case viewed> as 
juror misconduct, was in fact prejudicial.: ■•■ 
The district court did not commit prejudi- 
cial error by providing the dictionary. A new 
trial on this ground is not warranted. 

The Post-Trial Motions 

Upon post-trial motions the; district court, 
in a 34-page opinion, discussed validity and 
infringement. With respect to validity the 
court discussed the positions of the parties on 
the teachings of the prior art, the differences 
between the prior art and the patented inven- 
tions, and how the inventions as a whole 
would have been viewed by a. person of ordi-; 
nary skill in . that art. ...... 

-The district , court summarized the evi- 
dence that the prior art would have suggest-, 
ed.the combination claimed in the '420 pat- 
ent. The court. referred to Ethicon's position 
that U.S. Surgical had adapted its own mul- 
tiple clip applier to endoscopic use, and. the 
testimony that the only significant.difference 
from the prior art multiple clip applier: was 
the elongation of the shaft and the sea^and 
that these were common to all endoscopic 
instruments. 


The district court explained its conclusion 
that there was substantial: evidence in sup- 
port of the jury verdict of obviousness of the 
claims in suit. The court also explained its 
conclusion that the requirements of a .new 
trial had not been met: that the. verdict was 
not against the weight of evidence,, that there 
was not a miscarriage of/justice, or prejudi- 
cial. error during trial, or a seriously. errone- 
ous result. ... , : 

The Motion Upon Remand : . . . 

Following the remand from the Supreme 
Court to the Federal Circuit, U.S. Surgical 
moved this court to vacate the district court's 
judgment and order . a new: trial', on the 
ground that since the- district court had" not 
construed the claims as required by Mark- 
man, either before or after the. jury rendered 
its. verdicts,: there is nothing for therFederal 
Circuit -to review, on appeal; U.S. Surgical 
- states that it is. entitled to a new trial of- a 11 
issues of validity a nd infringement except for 
the verdicts in .its. favor (infringement of the 
'420 patent and that there was not inequita- 
ble conduct) for which Ethicon did not peti; 
tion for certiorari. . . t : 

Ethicon,. opposing the motion,; points ;out 
that- the. district court, in: its opinion ; on the 
post-trial- motions, discusse.dr;the = claim con-: 
struction that, the jury necessarily adopted on 
the two. aspects of claim, scope that, were in 
genuine; dispute: as applied: to* the Ethicon 
devices. Ethicon points out, that the: district 
court stated: that it agreed; with the . jury's 
necessary constructions , with respect to -the 
valve means and the clip: advancing ?means, 
and that the court explained its reasons ■ for: 
sustaining the verdicts based on . those con- 
structions.. Ethicon 'points: out that under 
Markman. this court undertakes to perform- 
any necessary claim construction de novo- 
Ethicon also points out: that no ; disputed 
claim construction was' material to the^deter- 
mination of obviousness; - 

[4] Concerning U.S. Surgical's proposed; 
instructions x on claim construction,, as. we 
have discussed, whatever their applicability 
to the issues of infringement, their omission, 
did not prejudice the issue of obviousness, 
Markman did not hold that the trial; judge 
must: always parse, the claims for; the jury- 
whether or not. there is. an issue immaterial: 
dispute as to the. meaning or scope of ;the 
claims. Neither this court nor the Supreme 
Court held that , the trial judge must conduct 
such a rote exercise^on -pain of. having to 
retry the case. ; . . . ; , 

Ethicon had objected ,to the substance; of 
U.S. Surgical's proposed. instructions, as well 
as asserting that they .were -unnecessary: „We : 
need not resolve this issue, for U.S. Surgical 
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has. not shown that there are unclear or 
ambiguous technical terms or. words of art or 
related aspects of claim scope whose "con- 
struction 1 ' as requested by U.S. Surgical 
would negate the verdicts of obviousness. 
The jury was instructed, without objection, 
that the language of the claims was, to have 
its plain meaning. There was no dispute as.to 
the meaning of technical; terms or words :of 
art as used in either the prior art; or the 
claims. The difference between the prior art 
and the claimed invention is a question 'of 
fact, Graham, 383 U.S. at 17, 148 USPQ at 
467, and was not overruled by the Court's 
Markman decision. . ; . 

U.S. Surgical argues that if the. district 
court had construed the claims for the jury, 
the jury could not have reasonably accepted 
Ethicon's argument that. U.S.. Surgicakhad 
simply made known endoscopic .'adjustments 
in its prior art multiple, clip applier:. This 
went to the ultimate question of obviousness 
which was decided by the jury upon Ending 
and weighing and evaluating the factual evi- 
dence of the Graham factors,. U.S;..Surgical 
does not explain how any reasonable claim 
construction that it requested would; have 
deprived- the verdict : of obviousness of ' its 
support. Further, Markman does not author 
nze the trial, judge to remove from; the jury 
the factual findings required by Graham; * 
^On careful consideration of the substance 
of the instructions on claim construction that 
the district court declined to give, and the 
instructions on the issue of obviousness, all in 
light of the .particular issues in this* -case 
concerning the prior art, the: claimed inven- 
tion* and the Court's, discussion m Mark- 
man, we conclude that the omission of the 
requested instructions did not prejudice. the 
determination -of obviousness. The criteria 
for grant of a new trial have not been met 
See Santa Maria, 81 F.3d at 21%Shatter- 
P/°°f Glass > 758 F *2d at 626, - 225 USPQ at 
643. (new trial appropriate . when there was 
prejudicial error, or when verdict against 
weight of the evidence).. . ,.; 


41 USPQ2d 


jury instructions with respect to obviousness 
A new trial was properly denied: . 

COStS . .1 ' ' '■" " ; 

Costs' to Ethicon. . . * • '/ • " — 

. AFFIRMED; MOTION FOR . : 

, NEW, TRIAL DENIED: 
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:: y Decided January 3, 1997:*;. 

patents : . ./ . ... 

1. Patentability/Validity — Anticipation;-, 

.: Federaldistrictcourt erred in holding pat- 
directed , to method and apparatus j for 
adding small amounts of ingredients to live- 
stodrbn poultry feed . invalid under on-sale 
bar of 35 USC 102 based on inventor's offer, 
before^critical .date, to sell weighing machine 
to feedlotmanageri' since at time of alleged 
offer, inventor, had not reduced invention; of 
patent to practice, had not substantially- 
completed invention, and:. had not demon- 
strated; high likelihood that invention would 
work for ■■ its- ; intended > purpose; : and ^sirice 
inventory "offer": therefore could nottrie£er 
on-sale bar; ■ - - : -. ; 

2. Patentability /Validity — Obviousness — 
Relevant prior art Particular inven- 

, tipns;(§ii5 : 09O3;O3) . .. : ; ... 


Conclusion ■ • ■ 

On review of the proceedings at trial we 
conclude that there was substantial evidence 
from which a reasonable jury could have 
held that the claimed subject matter would 
T-Tf ■ ? n obvio M s t0 a person of inordinary; 
skill m this field at.the time the invention^was 
made, The judgment of; . invalidity, 
affirmed. . . ..'■>■...,-•.?. 

the case was vigorously litigated, with 
extensive testimony, physical exhibits, and: 
argument.. We have been directed to no un- 
fairness or incompleteness or prejudice in the 


Patentabiliry/Vaiidity ? — Obviousness ^ 

Combining rei%enc^(§^n 
- Patent directedCto method .arid apparatus 
for adding small amounts of ingredients to 
hvestock or poultry feed would not,have:been ; 
obvious in view of prior; art; weighing ma.: 
chine ; and prior art volume machinesin: com- 
bination^since there is no evidence ofmotiva-: 
tion> or :, suggestion" to combine : .prior-Cart 
machines, since, motion of "mixing elements: 
volume machine: would have been expect- 
ed- to cause inaccurate::weighing; and prior; 
art therefore led^away from idea of combine 
ing. features of. weighing and:. volume ma- 
chines, and. since; inventor's extensive efforts: 
to solve probiem of isolating weighings'ystenr 
tend to show that one- skilled in art.wouldi 
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